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ft^UfTJT ;- ■sjtEf titfliHiS ^ MiRfl ^ lIT^W 34^5lP<Tmfi' H^rn, m^mcTI sftr yfsh'-(l34f ^ ^Vll ftr% 

in4n( 3fR M«r Tt»n Wvt ^fr frill. 1731 -smjiiT aiH frfrnfrwift ■qftwif ^ amm; -sffrfri % fr^ % frfr; ^ 

'^im.^ii aftT diA 34^ f^lfrRfrl^lTft 4VF frifr 'jtiy.Hi I 


1. wimuTarJr^ 

1.1 arafr^ afrr Rft^Tr—afrifti % frf^nr % frnj ^TOSfi^ % ifrnt t4 T'iwk fr*RT #t sfrc W wtiT 4^ fri 

w''ii^, Rlfrl, 'Hiof'^fisti VllRldrH RT friwl ^ftWai^ Rfrrl frrfl4 3lfr®?3iT Rt j'l^l in q|oM ariiiaT Rial 4 RJlfrTOr, 

ijait, RRFtfrsF RT iSffrRI frRRIRJI Iffrf ai?R RRfRnn ^ iffr % ISnt RRT an ifrr I 

1 >2 RqH attr mR 4I^“—ftiy, RR^ RIT fsaTTJR, frRfrl, atfr 3T^3IR ^R RRITT frlRT am^RT frrR^ 4 

frfrRfrWTfr ^tfeRiarr % if frrR^ iRTRaRivr RRiaff 4 afrnfV Rn istrirr frRR an r^t i ^ RrrnaHT aiftifriRR, 1948 (1948 
RR 63) if .RfETRrfsRl ^mf % #t I frfrRfrt, ' H |i J, 5Pl nu |, l^^friR, 7^ cElfr 3fR RTfiim RR^ % MtaiR ^ 39#! if ^ 

rrrItrt— 


(i) SRR ; 


r a( M ft RI ^/ISfaf if Rft an 4frl; 


Hi) RRRnrf, RTRiit ^ ' Ri RR ^ affr RmRR aftr R rft fRff % rrtrr Rit gHRin rr^ ^frier ^ ^ % trr -nufri ^argRRi 

^^IRR^fSlR^, 

(Ri) fRf*RR Mq'ff aft SffrlfV % 41q RI Rittjl RTRlff, RMRrffq RT RfsHRTiitR RTRlft ^ RTR fR?m % afIfriR fit frlRI RT 
■R^ ; 

(U) 8h';;Jsk 1 n-iH Rit oqtlWr 3ftT Sfa ♦iij'h'II Rit w*R|4iii3Tf Ril 'iJT FRiqi an ; 

(iii) qil'it, iiijiqi 'jflql, nfrlRf, “n afR|3Tf 'jffr ^[RRRif ^ viqVi Rit FiRi^ % friR fR RRIR ffaflfR, frRfai/'iTJtiRR frtRT RIRRII 
aiRlftR: RR1 (^^t!fR RI^ affr 6371) f^Rnft #ft afrt R^Rft ^ R^' ffrl Rlfru, aifr RRRft aURfrt it RRH^, iffrn affr frRRIRR 
friRi an R%; 

(iv) RRlfflfHd ffn aiff '.lAIKH % SItftR RftWaff aftr Rfatai Rn4 % frlR frlfrR 11 4iRI'!-I aftr TfiaR if Rfim 3ffr RRfrt 
ifRirH fit Rn5 frRTRar ^jfrRtsif % rtr brrtrt irtrft afrc ^rrit rtrtr % frin: RRiaftRiffri rtrrh afk aift aimRRi 
anifri Rfrrf RTnarf fit rrrr Tisfr % frn^ ffrm t^sit ^Tfrm ^frei (arji trtj ff) ffrt RTfrR i rrhr aftRfirRf fr' RRRf 

RfrlRT fit Rffr % frin; RRi^Rrl ^ I if TtlfrlR RRRf, 8rR TT H RRITRTR, RR% aiRTt Rit 4fshRI3ff if RRR RRR Rtfr RilfifRif % 
anffr RRfRTR % RTRiR if Rt RR^RR 1^ 14 ^ afrf^ FrW4iF % a i = f[m cRR ^ frni F4Rni8 RR ^ ^ | >fl^^ friR; arnfit t 

(i>) fafiRR j^friRT % JAtieff % frlTi R*nRftRTfRIT It should be as per clause (v) ami fRRuj frlRT RRT ^ RfT 4 Rtitfl ftRt RtfrOf 
faifri' auRTpRi RRn^ afk frnfrnnn anRpft ^ frRi an 47 %; 


(vi) aifi RT affRftiRf RTI fRfrRfrl frRn aiM t Rff fR fit ^tRl^ affr RI^ RRT affr aitff it r;rr ^ RlfrR, frlR^ RRif 

RRIR R ft R% I ^ fRRt^ #7 ffr Rlflrq; friRRff RTf ^ RRRf 3% fRRjRRR frlRT an Tfrt I 'dTRlfTR? RiR if % RtR R^ 
fti riFrij. I fR RfrRTf fit TiRn^ aftr ifffri rr RiRf^iRi arfR?^ ttst antRir i 


’I si’ 





[^ 11 — 


HR?T ^ 


1 


13 y^iic4)—^I’^rfl'H ’^TR^ ^<t ^ T®TpfN M]fcn^T ^RT 'ftfftrlisfe Hpiqy sT ^ ^r?TT% % "P^ T 8 PT % "^TT 

3h^ <-5llr| ^ RR JiH % "^^iR ^ fRQ[ ifpft f^RT^ Hnl4^*irM’Hn % pPpI '41^ ^r^Tf^ci Pf^TT t 

'Hc^TTPr 4^ ift ’T^lpTj, ^ ^ "TR^tRI f^RTT ^^RvtTT ^-^KlS 3f[T ^ 411 ^ f4fth4l3ft % PRfRT Trf^^3p % fpTTT r«h*fl 

ITRRTI ~4<^ 0^4 ^ f^RTf p5RT^ 4^^ ^ ^lR) 1 <il "RT TTPt^jR 3JMRT 3flT 'jfl4l^ ^ I 

^ "4 ^TRF 4KV|1 BrfR Plfn^l 3T^J?rfR1TR, ^fRT ^3fnpt I 

1.4 

( i ) qFK^lH ^ ^ ^ ^TTT^ 3fp %r) ^ ^5^ R#?R[ TT^jq^ 5Tp’^3Tf % I 

Hi) ^-f^r^TRT -^Rf3?T^ ^ f^rqroHl 3TqfTO (j^R pRm) pRTR, 1996 -•JRjm ‘^TRTn I 

{iii) 3lWl<^rl ^frqf^Rt ^ 'H^si-lui 3^ pR?R SflPffrqrf 'RR'!JTPpff •^RTTf I 3Tqf?r^ % %r 3lfVf^15 T7?T 

4}"^ I 

( iv) '>^wi ^ % ■ftsfii Hfism Tfift 'irTfVT^ % if^ afrr % f^n TqsRT fipr;; ^rntn i ^ rw^-CT ^, 

■#• 5i!JMH'?ftti RfT "JH'JW R ftHTTf f^, RR Wr sfrr tT^ twH % 3T^ -^ergFT TtRTR R’ 
'H'JSTfjd jllilJTI I 

2. wriFirms^ 

2.1 ^ ?R 3TTO fertfR t^nif jfTRTTT W'^RR wtt Rft ^iHlOffi sftr sn#’^ rsr RRRft, R'WRRff, etw afh: 

cTRIT -aft^, ^RTRtlT^ R ^JTRI^, sMf^, ^TTO IVt IW, 7fT Tn?, ??TR, THffN jFr ipTf RfRTfiTR ^Sff ^ ''RTfRT 

■aftr ^FTTO ^ R WflTTlfl^ 'm I 

2.2 RlwsIHH'Ji ^ fR yifiK [5 jiisH fsFRR jnT{RT fSlR^ iRJ^TT TTH'flf ^ fsfRTT '^TI R%' I *-q1=hi4 

'31’RTH ^ ifrRT'STf % RtrTT ^ 'ifR 'JRjrf!^ ■jpf | TJfpt fsT^Rf RnTfTUI i^'iTf ^ 3T^(tTT (■J’lrWR’TTSf (TFTRH, 3n^rTT) 'TO 5i=til 

'SRPw, Rn'i-ifi ^ afrr -v^ H73^!l^^.^ fmm writ i RTOTrrr irfrr jfro i^R rt^ ^ f=R^ SffgRiT 

R ‘jw bHI ifiR 1-1 "^1 "irftRF^ T^ iiinjii I 4l*(i/l ^ M'-lI'rl tl't-il, yif'i'^i 'afR ^ Jim,^fl I 

2.3 HlRrt 3^IR iy'Ji Me* I fillip) 11^ +HiH!il BiIt sHlq'l' ^ ffrUR ^ WIT3R R Tyr stiJ'D I 

2.4 ^ RTTOTOR ^ RTrfrtR RR ^ "arFF WTORR ^ »R'1TT f^firERT ^Rtf R gf^Fm %RT ^ |r ^ ITS ^ ^ WRH; 

^IniF'^ci f^T'Hi "^TFRITI '21'k^'iri RRTT^ ^ ^'l5 W'-'il'41 % RRH 3Tf?^RRT ^^Fl I 3TfRRR yiFv^d 

■s^jf^Rd RRi Ti trof^p I 

2 5 TOTOT % P^. RT^FTTRI il'lf T^ iJST^ TfR ^ I Rfil fipift P ’Tip Fr^ 'STTITT t dt ^ TH cW ^ f^RT 

jtiu'll fsRRT TTipiI, TjffTpRiiI 'rTT IRFT pT R (4H4 RTT TRTt TJT R% I 

2 6 'iTSRTfiT, -Rm ’’it d? RT RNR m frmt di Rdn^' Fp RdsrriT % frrq. ’jsRp wjr wtowtt rFF imiTft i dfr RTRftidf di 

RfdTff efi dpcM TRf -R fsffp fpr pdi -iPi fd liliff ^ ^ w fa d f m bTfRdR ^ fmfprj Pm wit i 

2.7 iredrTd ■qfnpHTTd dT 3i#ft f^R dF i - Tdr TOWt ltd wrmr, iR:'3dTdt 'ifrdfddf bIr p R^sif d?r fJiRd prtRt, atffR rt 

tdiRRTdR BjrRFF^^ wrrtt TORT fr ’^^tF^TR 3fR ^F^F^'^ad ittR d RiTOrdcT Fdr^i RTTiRTT I RR^RR BtFtoRTRR RRTdT Rit Th*^iS FtnF'dci yif4«til0 dr 
FRRRT ^ EdRTOn RtF RTTRift I 

2.8 t^fTTR 'WrR TORTft RR pSTR, ijp SitT Tjfdf^ d RTOfTO fPr ^TOTTII 

2 9 Rf (dd) fdRRR, Ft^ WURTH 3# TOSRT TTltWRi RWTsF TO FtoTOT 11^ fdTOR Wf TO 7WTITO % fTOR ijp TORRT ^TOt TOt TOIRTOIT toF 
imRfr fRRR TOTEfJ TOI^ TO 3TTR dfr TOfRRMt FT Bfrr Rpn d TOTOT TO FTOR p FtorTOR TO fdlT RTOpT RTOd FTOTT -TOTRT PP FrF'RTO TOR % 
3T’%WRTI 

2.TO TOTTOpR TORlft TOT TOTOR TOTO TO TO BTJP .'iTpW dTOTBTf TO BlP Ftoto TOTiRn TO FdfTOlW TjfdTO TO ^Fto TOR TORT % FW?; 
RRFdTT dw R rF FtoR, TOT RTOd I 
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2.11 ^ ifr^ % Tjfti ^ PimRhci i 

2*12 dM ? R ^ r-rrf4fl f^ ^STPTT 3^h: 3lfH^ Tm ■^TTI 

3* ^ 

3.1 ^1^ ^f rs^ii?^ lTf>^ Jim.^ii f^RT^ ^ift "nf^ 4Rt><{i3if % ai^st^n ^ i 

3.2 !4R Rt y<^J I % isr^rt ^ Tjc TRf ^ f^fPfW % igm 

■37qp3 % ftpj; '^®T^ flMWfl aftr i 'gpwralf ’^f *sjfiRr^ ^nr^if a% 3T^iqt+>ifl 

1^ ^ a^tr'^7T?#reiPi^ ■'T^ ^ 

3>3 aftr T^TH ^n4I ’^triF f^JT^T^ dHWt aftl WRlft 5t>H«i^ aflr rT^RTOT ^ 'R*Tcl 

^RTT ^FPW W\ 4^^MH ¥t ^ TlftR^CSp^T ^ ^ aftl 3?tT PH^^I ^ ftrtft ^ ^ ’^T 

'dHM^'jf'i nsnit ^»t ^ I 

3.4 ^ MJn, fr y i Hi ^ afti ^ ^ W afk ’fTfm% ^ 

^ ^ I ^ ^ tnt ■e:rt ■q^TR ^ aftr OTjfS ^ aft^ lift fOT ^ ftrf%;^/7^P5W?T 1W 'mjjw \ 

4. 3?T5^PW> ^ 

4.1 affkTiRTTH^ 3r^ ^Rff ^ifft lip iWK^ ^ ^ % 1^ Tm ^ ^i 

4.2 tTT 'R^lftrT ^ WT ’SHTPR WhRf % fh^ ’g^HPlt a^RTPft i\ aTf^TTCpft^ ^T^itWTltaif 

^ tm % ftp?: TTTrfrfT ifMt I ^ acfft Tiflpirait % ftp?; TOm ^stwt ^ aft? 

ftT?^»^'^ 373^??T ftlRff^ ^ T?fft I 

4.3 TBT-T^sn^ ^TRftiTRP? ifWt aft? '37'7Pp ip "pW I 'ft ^ ftf "5^ 'PT? aft? aftip? pP^lftp f^ 

^aTp^ pt ^1 fHHpfd PW PT nicii ?®irft ^ ^IP^ft I "aftppj iftd ^Irft ftf "^PPtn % ftp? aftlP? aft? '^TPPR ^T^T aT’^t 

■^srn? I^TOsFRf^ ■ftp^’^srptft i 

4.4 P^aif Tfft T^srft % af-^ ?pr’flf aTRP-®RpT ^tft l p^ *j?rf ^ ar^ afftapp Piff "aft aftpf^ aft? p^tp^h PTPift 

ftpp, 1945%ftTPP 150n (3) ftf ftrf^fP t aft? "aft JMI^H ^ y^l'^IRt' % ftp^ a<ftl4)K pft ^mrtftt I 

5* 

5.1 cwift f^ ftrtapjT TRtmrmnt ^jtpipp ^ ^ awr #ft i 'ftf^. wn, ^ ftf?m. "gw ftftw pt apffft^ ft? 

ftp? ^ 3Pw«^ PRP? "apr^ 1 ftroftnift ^ ftpjr ftptftm arfir ?t^p=i7fftT aft? pRwjpi aw?uft % ftp? pt^ pft ppftn ftp 

% ?TO pft I ’ 

5*2 pftwH fth^ixj, Pi?ft % ftp? ?TgftnT "W "ft ^^iftTtft ftptp^ u^iViviiwiaft pft ftrsHTH ftppi ’ipppi i ftranp ftft aft? 3Tft?tpj!pp ft 
% ftp? M4fvi ?PPT pft oqq?<<l pft 'vSlU^Tft | 

5.3 ypPpyiRP Pft rb'JiiJ}'! ft PihI'JI ?TPTlft aft? ?ftppp^ pft a^^twni P?t tuR ft ??!fT ■aprjpy | aft? ft^pt aTRftVftp 

pftBpiT ft^‘ % ftp? par? (p^ftin pfe aft? app artapaft pft ^®rwT pft ^^p?7ft i pftrrotRT ft ■?ptp^ aft? pftepn ppftift % ftp? 
aMg^M flWlftliil % "TO % "STplP pft W^q?Jq| pft | 

5*4 PPiftrft ftwi y^pviiwi pft pp^ isprsf ft, aipfp ?T?TTPftpT, pjR ftfttp, aft? mrf artftpi ft, fttp ftrim pftaFi ft 
ftlPlftPT ftiPT 'anpTTT I fpft' aTTPT?gp TPTPP aft? apgpftw^ % ftp? ppftp ftp ftPl I ?IW ftfttp J5f^ ft, aPTTP^PP? ’?TP^ "^STp?, 

PPT Pffsp aft? pPT ^f^VH ^ftftt B^^p?^p? Tffrft | 

6.1 ft?PppiftT ^ ?TW TRpftpft pjftprft^ % fttft pftftaiRT % arftft ftjpj ^jnpnr ftppt^ pm ppft aft?/PT "Hfipp aftpPr "aTPipf 

% ftp?7T ft <mqgiRj6 aryp? ft I 
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6.2 mf^ ^ ^ ^ ^ i ^ ^ Tft^r 

W?7TT 'S^^pPrortt ■'J^oFTf^W <ih4^l(l I 

6.3 mM 3TmHn ^ wftTJt ^4t5P7T3^f % f^ ^ ^ ^ ^ I 

6.4 h+ 41^1 3ftT ^wiftidl ’Nm ^Wsfit % RnRad 37fV^;fi!T^ ^TntTt sftr i{ wpt ’^wtt i 

6.5 t^T^tf^PT cMr4<5t^ 4<4m M^i'^ (?VB 311 t ^t4 VR 3T5^7M ^ I 

6.6 ST^^TpTTtrrd felfiad f^ 4f #?: W%^ ^RtrTWn % 'HttR 

■qr?; afh: % dq^iew w^ \ ^f tfcI -^tj; frqft'd iTT^qr i 

7, ch4cMili* ^1 c(W 3ftT ^^?5HT 

7.1 ^ iTsr-w^ ^ ^ % ^jcf '^fqfefipR ^ ■^m^Tn #?: 

ift ctJiWcf, ?il4f"H. "^4 altr 37^ TPITW^t % T7!7-WRr ^ ^ft 4 ^ yld^d ¥»7r? % ^ 4f 

w^ ^ Rftw ^ I ^ v^r^ tMWpt tstj^ ^ (TmPfq ^ ^) frorw 

7.2 ^ ^ 77^ ^ irTRrft ftJRT^ 37RRf?T %TT 4t t ^ ^ vj/fUif) ^ ^RRRT, 

3^7 3R?T 49mh^ ^»it ^RTf^ ftnf ^ # I "OT^ ^ "4 T3;qT 'm TTF7f?TO ^ fnfipFfltq ^ ^Tpft i 

37fq^ w W?7TT I 3725lf^^ ^ +HN1' ^T ^ ^ 4ilW4)l‘ ^ ^ "RR ^ % %R 3#q 

7.3 Pi 4\'311 ^ a;ftT ^fhpT RhI ^qfeRrf ^ ^ M^fd^f % ^ 4f ftRIT ^mjTTT I ‘sfr ftrsft ^ Tf Plf^Tjd ■qRTft 1^ I 

Rq 7 ?r ^ R3rft tnf{ ^ Trf^Rrraif "4 ^ ^ f i W 3 trrt % % 

alt^ aRq ^whI ^ i 

7.4 ^ felt c^r^W ^ t^Rrtf f^Rft 'ft 7RRT ^ ftift RT WT wftq RftTT ^ ^ qft W%^ ^ ^ ^ 

■y'TTf^ ^ ^fRFcfT t, 37Ttf^ ^IHtfl, RTOft Tft^RqT^T TTRRft sfh 3?qT^' ^ T^I-WM ^Rft % ftqXT lfT \j_J || 

TSPT TRFT ftr ftqjf^ q ^ ^ <iid(l^j^ 11 

7.5 ^'ft i?ft RF ar^ft^F ‘^TTRqr ^ arqft a^sq ^ffRi -qftft w ^ arqftt ■Frunri aRrmPT tctrstt ^ M ft 

ftftti qft PJiM^l "ftr <H*j^r^ci ct>i4qi5l ^ I 

7.6 ^nfftqft % 37^TftPT ^eft' ^ih ^7^ WR^, R^3F?rff RT ft^R aRTft^ ft? #q TftUT R ^ ftRTT ^ I 

7.7 Rftt ^FiftftF aRfft ^FPif % ar^^cq TTfk aTT^rw RFftft i WftRf^wft ^ ft ' 7 ^ qnft ^ Rftdiaif aftr ftr frp ftnft 

T^^JRtT ^ qqfRT 5^^aft % 77TCT ^FR^ WFF % ftqq ^ ^ ftjRft ^ ^ ftf^, RRF dlRd^l FT*! % qFT%, 

RT^, ft^iFHui ftr 'roft aqft? ^ i fti w^ ft ^FiftWr % ftFsft rtrh qft Rgrft % %q %ftR -^rifFR i 

7.8 ftft “a<Nic;'i, y4tfTVii<^i, 'F^^PF aftr aPT ^ f^nft f^Rft adii^d qft rt rRi^m rrf!i r^ %, ^jrrpt, wt-rh, 

'dHMH, wft RT d^l^, TSTO, ftR afR ftr^ aftRftpft Rft agRftf R^' 4t ^snqrft I 

8. f^P^*^f^ l 

8.1 TRft r^pinl^i ftfernt ^ ftTRRTF arjRTRRT RTftTRnft OT R^Rtf^ RW RR^ft^ft RiftRRftjq % Rfti^^itftR ^ 37^ Rm^ft I 
RTB^t tHIHift % WT, RR aft^ RTRft ft RTTqptjR RftFRT ft‘ RT^RT RFJRT RR^RT^ WpT RRTtft % T^TTR arpftftpT d^F^lRil % fttR 

flqRwqd Rftft^ ^ 3T?ftR R%ft|rT RiTfftRft ^ Rft '^IFftft I 

Wft^ WrrWi rr^ ftr ^toR ftrfftRW aftr 'torrt ft r^rr Rftt RRft aftr arrtnftf % rtr ft' ^rrnq Tsnftft f^Rrftf 

acHiqi’ % RTR, ^ ftm, ftR aTTRJR afft f^Pinh RR^ ^ I RfftR^ ^RRT RT ar^tftf^ RRR^Rft Rft^fTft^, aTTU^ Ir^R; aftx ■3T7 
RT Rlft^R ftt ^ici1 ’^^TFRlt ( 


ftft ^RTTRf RR lit anrft R?n ft ftrfftR RVt ^FR; RR t, ftRFJ ^ TTTFTfttftTR, IRTftftfttRT R^Pft, RRftRRftTRT aRf^ ft r;rr #TT arftfer % \ 
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8.2 ftraitn* % TjfrT r-fhif 

rjer ^ sttr ^ ftMr i "ra^ ^ yPs^^i^ Toft i 

8.2.2 3T^iTPrmr(t tt ' j t a^ 'i ^Jirdgw , im in^ ^ 4ii^dViRw^ ^sff ^ aMMf % ^ wt % 37 ^ 

TJi^^ ^ ^ T?7TTRT 3MI^H ^T^ff ^ TsB^ ^31T 3fk ^ if^qT, ^ I ^ % 

Tjvqc^cf^^ui 3flT ^cf|3rTt % 3 TRi<^ 0 ^ ^TT^ M’^Rld Tt>^ 'Jiiy.MI I 

8.2.3 Teqr'^'T TnP^ % ^Rn ^ ft^ % yr*TTT#T Tiwii) ^ y^Rjld ^ f^ ^ ^ if T^rm?; 

^TTT^ I "ar^d % frR 37^ ’qr ^ ^ ^3 tti?7TT i 

8.2.4 ^^%ftTTT ^TT^ FJ?t3f 3fk tiTTfr^ ^ ^ Tjtj^ ^ tj^ #ft I ^ ^Pv^d ■3Tn?7n % ^ Wfii473Tf ^ 3T^ ^ ^^P'd»l 

yRF>^ i l( , ^ 3TF3P7TT Mt t, ^ ^ ^ ^ ^SIT^ ! 

8.2.5 yf*^n( 37nTq ^ ^ "^TF yPdR?^ % f^ ^ ^ ^ fijferr -q#^ 

aftr 37^ 'OTF^ VT^ f ?Tcn FT yro % wr^ft ^ftr wifd^ ^ "*5^ 11 q^ ^37f^ '^rf^ ^ ^ 

^73R^ ^ 'Jim.^fl I 

8.2.6 ^ ^ilTPT Tjq T^ ^ ^WTT ^ ^ duT^) % ^ ^ -arm ^ 

I TT'lt ^JT^T 3ftT 3^ftRJ!r^ ^ P^dPfld ^ ITlftf^ PfTZTT 1 

8.2.7 ftrfTRWr yJ4(«KU| ^ dHTPH, 37T?{^ 3ftT W^T^dl ^ 37^^ feft "qi T^ ^n^di [ 

8.2.8 TTffV'^d ^ yPn^T^d 1% ^rftcT PfRft MtrWt yf^i^i ^ f^rRrfif^ ^ 11 

0.2,9 ^ 37^5?^^^ ^ ^ ^ W7^ ^ ^ ^TFf^fnT 3ltT ^ WT^ft % Rtt t P'd^dft y^^'d ^ l-^r^i^d 

f^RTT '3lldl I 

9. 'H W HgF II 

9.1 I ^PdHH "qftTTTt ^ ^ 73?^ 3ltT aTJTf^ T75T PFPT^ 'HThd H^l 37Vr 3Rq T^ ^ q^pit ^ TJ^d 

7F ^ 1 yVldiM VSl ’^3TTT37TT I 

9.2 PqPiHfu i ^ ^ "WTRi '^;7t 1' fimiil % ftr^ f^'H+i f^RTi 37 ^ ^ PdT ^dHTn 1 

Tqqtrf 37777 <1^ %r Fq ^ hpT f^qr wrqqr 1 

r 

9.3 "q^q^ ^Fi 4!FM "^qR l^fRTT HTqqr 3fR "TOdfiT Mlcdi fqRTT 'dfq.Ml Psr^ ^iF'qd Fq ^ Pdiqi ^ly/u cT®TT TirR% 

377^ — 

Cdf) 777^7^ ^ flqq; P^P^P^^d ^ 3fR aT-dd*?!; 

(R) t^'^di ^ IVn/ ^H'^^Pfid aflr Tnr^rqt qqptfqr 1 

9.4 attr yPtFqnfPT 'hu^k^i t«tpt '^nr ^Rft 1^ aqw: sfR TTRnft ^ tfrtc ^ afR fw^ 

fWd ^ vs\ iq "77^ ■fqf^ arMidt di TidOTt f^rqr iq ^ afR qfrR^q^ Ttdn ^ ^ ddr 

fapTqt^ dT Pdq^ui ^ f^Rft dTpf % dftq dT 0y4ldjH % Tgdt d?r farqr ^ I 

9.5 fdqi^ i if Tr°hivi ^ ftMd: w arn-Tdr^ fTrqw 11 

10 . oh^ ?7 ih4) 

10.1 aT^df^d^ aftqftrqf #r fdfTqWr % ^ ^sFR ^ ^ dRft ^4t TTTqrft dd dd TTsmi a% sT^T^ft q % 

ar^^TR 37R7^T73tqTI 
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10.2 3iT^ ^iHiil ■^nftr 'm %r ■feTn i wintrt srtr ^fftr 

^ V'J’SiRci t^^r 'Jiiu.Mi ^ M?(?l 3TFTT ll" c^fj ^ ftj^ici "R ^fsIBi^shH «fl'i ^ 

I Ipf^ 3TT^T^ ^IHHj^Y yPlR'^d ^ RdO!, ^Sff^ 'iin^^il fib m>^ 31T^^ ^ \ 

10.3 3ir^^ +HiHiil 3T^lTtf^^ ^d ^ ^ 'Jl(i^^ I ^I'^i 1^ ^b^fl <HIHifl ^1^ dCMl^^'^Y 

^ ^ '^^Tpft -cuft^ I 

10.4 f¥tRT arj^trrtt ^rt f=T^ yiftr^^r ^Rh^ f^Rm Rr'rm ^ -ffrl^ rt 

'JiN =b<^ 3ltT 3flx '^fh'T ^ ^TRlTdT RdU, 31TVH ^ "^JfT^ I QTRtTR^ 31*[T ^vR ‘^'iid ^ 37TU[’ff ^ 'Jii^'fl 

3flT ^dcbl 3Tf^RiRgn t^RIl iT ?T®TT f^RTT ^JTTT^ I 

10.5 W^TR Uroff fft nRqH Rb^i f" Tflr ■'Tft^PT 3ftT ‘PT^cftT '5iT^ % ’^®T^ 

•St? ■ff ’RPTT ^jTnRTT I 

10.6 *4 cb Wl TlRnit RT TT^f^lT Cl'lli^ ^|i^ i 'R '^ll'I^I’O +*H'^d: 3lf^d ^ "^TTOjit : 

(^) TrMI< "^FT 3lfHrt?fT "^TTR 3^7 3imR^ i^T l'6^igr, "irff % fd?lfT ^ 

(■75) f^fl^fdi dffr 

(R) •3H^cf^^'3lf ^ ^ cbl^fl-l, Rfl'^'^ll4ld, f'l'^cM, 3R^ft^?7T) 

(^) WmWr ^ TTTftigr, ^t^trh ^ ^rrttTS 3?!^ ^ rrrfhi i 

10.7. ‘*3TyW^'' 3ttT TTTOft ^ fmiTf^ ^ ^ isfr »WTfi7T limft attl ^ 

RlMR^d dNRH 3fr( 37T?tm % 3T^^^T ^731^, Tmi 3^ ^ sftr ’JTOR % 1 

10.8 3impit ^ ftpT^ ^*fTT ¥, MiP’^ld 'itm.'fl I 

10.9 ^ 6^^i\i{ f^Rn ^ ’Ppt^ ftnim Fnj ^ ^ ^ t aftr ^ 1 1 w 

ijP#n?T 'iTTT^ ^r^iRrd f^PiRta ^ Tjg^ TTmfr % “SThR ^ sTftj^ ^ 1 

10.10 ^ ^fdRf^d f^’3TTT3:nTf^^P^^^^ aimPT^ ^ TTSft ^JT^ft f 3^^ ^ f^ ^| 

11.1 OTPRf ^ Vr ITOT 3T7:Tft«R, +lTdW?7, 3T3^f^ 3ftT ft=PqT ftRT^ ^ ^ ^ T?rdt ■?Tf^3ff % fifT^ 

^ I 3^^^ % 3l^f5^)5H ^ ^3^ ^TOfiRTf % mt ^ ^ 3fk yRlW^NUI, ’ITT ^JH % 1 ^ sffT ^^IRtHTT: ^ 

^ TTRt^ TT'TO ^ 1J?: ^ TT^ICT^ T^’CWdT SlU ST^W^T ^ 37^5TTcf ^ ^ TTRiT I 

11.2 ^nyr^d ^ifsRT 3fh: l^ftrcRT ^ 3frT 3RT RTW ■J^WR W^ TrrriTjt ^ ^T^rSTTf, aftr yRR TTtft^ fniT yry ^ffeRTT^ff 

■^f 3R^P»7 ^ 3ftT tor ittw cT«tt ’rt^ iR^imh ^rferr irft ^n4sRT % 3 Ttw ’R ^ ^ ^wft ^«^T 37f^i^ 

11.3 3^-id 3M^< % ^ ift ’5RT^ % ^«T ^7R#r ^f 30^ f ^ Trf?mifl«F, TT^ff^ ITT 3Tftr?M ^ ^ ^ 

=b=<iRi3Y ^ y^Trfer ^Rcft ^ i 

11.4 ^ 'It V'^ ^% fM 3Tfiimy/TSTU ^ 7%^' ^ ^RITR f^ ^TTT^iTT 3 i1t ^ RT ■£[ 

3PJT^ f^ ^JTTTRT % ^ ^ T^ ^Rf<T ff I 

11.5 73RT^ 3h 7^<Y ^ ^iqd 3lk ^ ^ fZT ^ TT^I^ ^ ^ ^ RT WT\ ’RRT ^^niRTT I 

12. u?^^3R?Torr aflr 


3Tivoimd ii^iTT 3 tPt^ m% 3^ wt ^ 3t^ y^Ri^iY (^^ftwft) % ^sft ■qFg3?f ^ 

TRfer ^ ^TTRTft % 1^ ftrpT??T, WmW 3fR fRm ^ Rft'TTftrT 3fR ^ yPTft-cId ^ t % 
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THE GAZETTE OF INDIA; EXTRAORDINARY 


[Part II—Skc. 3(i)] 


1%^ ^ 'Sftr '^m ^ w?; stw irff ^ w*? ^ ^ M ^f ^ 

12.1 'ft "^f^ 3ftT ftniftET f^M, ^RTT^ ftRift % 37^?^ ’^fft I 

12.2 ETjf^ 3ftT Tnftl^ «lPwq1 ^ 'A\^^\ 71^1 "q^ VETTW sftr Olfto T\^ ^]^*\\ 1 

12.3 ftr ■^, aftr y^l^H ftrtftRfte ■^riftriT i ^ ^ ’grEro ft fg^tr 'grrftft 1V ^ '^fr^ft ft 37mpft ift i 

'TT: d( ! H l [^^ ETO 3ftT E^ftPr iftft 1 ^ PH^PET ft WETT fttr ft 37?2T?n 'ITTftft I T^ETlft^ ft tft^ftt 

ylftfV ft f^jTT ET^ TTOE^ ET wtft 3ft( ^jTTI^ftt I 

12.4 ^ 3T?ft^ ftfgi^ % EE^ ^ ^ ft ^ftr ija ^^tttett f^ ^fhEjftr ^ fftftmf^ ft ftftfftn Eftt 

^ Em miET ^ Eftn ^ftftftTsr 3fft efto eptet EftwH (ET^ft^E) ftEK mt mftor ftr E^rmE^mE ft 

EEi" Eft Em yfdEipd Eft "Sfnftit I 

12.5 WT ^ EtftfftE TTOftt ET 37^ fft^E^fttE RmTftf ^ ^rfE^Tfem ^ E%ft fm^ WftE ft EET# ft ftftfftE 

ER^7 ETEfft IftRgE Ef&Tqift TTft ETlftt ft' Eft EElftm Eft ^ Eft ^ER EElft ft7 TTWE T^ft | ^ ftt Eft^fttEHEr ETT EHft 

5^E^ l PiE Tim EtftfftE E^sftftftf ft fmET ^ET^ET EFT yiftjfd ^^EfftE ft TTZT Eft Efftfe ET ^EETT ^ETER Eftft I EftEftft #7 EH 

^ftEftra VS] ^mETTT l 3TfEEE *ftE7cT TPftf ET TEEftt fftTET 3^7 ET^ ^ Eft Efftfe % EfftFTE Eft 7EEE ft ETE 

Eft WEEt I ft ’HU^iPh ^Tf'lftEft Eft yq^tW ftm 3TE ^ TR^ Eft ETTIFit 1 yPd^4K'J| Eft '3TEftT % 4 tPT Rftt '^ftEE WT 

ftrft I 

13. <A«ltd 3FE *^l^d HIH J1 

<jftEf'^TEt ftft EEETE Eft EFETE % foiM, '37T?EftTE> ft 3TTE7EET % 1 tftt 3^7 MddlE ftfd ft fmET ETTET I 

ftETE E7 virHi<; % Eft ft Fftt fEfFE tEETET cl'II I 

13.1 W 37TETEf 3^7 EETETTf E7 TFjfEE ^E^ M ^ I % RT7 Eft (EmFTE % Eft^fttE 37^^^, ElfftT, 37Fft^) 

^Pte ETTft % frn7 W'Td tftf m ftfqE ftEFft mr ‘^eeFt Ietet ehtet i 

13.2 ftft: ftm^ Eft TTFfftt, ETETE, 5VdRlft % W^FT E" 77TE fftf^ ^ % 3TE7T7 Eft EEft ftr ftm? Tft ’’JEE) ft 

fE'El ETET Elfr'J 1 

13.3 ft ^ 3TTEft, ET^ 3^7 EEftf % ftPTE TTEI ftE#' 3^7 TTftt EfftTEf, TTEf^ 3ftT ^VdPlft ^ ^T^fEpEElft ftr EElftlft 
IEEE^ ft^ETE ’Em EftP^TT Eft EfWTft 1 

13.4 3ftEfE % fmr ETT ftE Eft ftm ETlft 3^7 E7T ^7 ftEH Twft ft ^ 3EJEfETETft OT EF ^tJPff^Ed fETEI ^EfT^TTT Tlfft ftr ft ft f^TT 
E1^ t ftft: ■3EEE gE l fMft fEEEm EiWE ^ 7FEET ft Eft^, STjfttEE 3^7 fftftfEE EET11 

]3 5 ^Em MEH fth: ftm EEft ET^ RTElft Eft ETPe % arftftftTE yc^E 'qTEf TEEIE % iftl f^TEft ETPE, fftftTE fftftTT 
ftft TO ET7 ft TTETE FFTT tm EET EF ^IeN Eft t ET 3f74lEK I STIFJEE Eftftf ftft JHItTTTTE ftEcft atft ft%fETT Eft E^ EE 
^mTET 3^7 EREH VffftftTE TTET ’^FnTET I 

13.6 ftfft^ FPTEft 3^7 fft^ TTE^E ftr Tft^m ET EE% 7TTE ETElftif ft FTFET, TFSTT, EElftEEI 3^7 E7T ElftlE EE TtftET iftET fftTTEft 

3TTETE Eft EFfft ETT TETET EET ET 3fr7, ^FFT 'if'dd EFT 'T^^TT'E Eft EW^ft EE ftt FTET I 

14, EETf^ 3TTWT7TE 

Eftt EFT^ftf % 77EE ft f^'Mjd TTEEmET ft ftt '•^Tfem ^ ft ET TTT^jfFm ^ ft E?ETE Eft EElft^ft Eft EETfEE EEftt ft I EF ^ 
■^5qE7^ Eft 7TEEET ftt ft EF '^jfdfVEd EEft % fFET Eft "^FTlft ft tm 3dHiq 3TT?TfEE 3HqVl % fHE 3TftftRT EETfeft ETT ft 1 

14.1 3ftEfE 3^Tlft Er fEpTRftTT % ftETT aM^Ed EElfmft 3TT?ET7TE Eft EWftt EF TjfftftEE ETtftt ; 

(ET) ftWEET 3r^Kft Eft ^ EE ft fftWT ^ PlEpH'd ^FTET ft ftt tEpTEftwft M^rdqf (Pmft ^TTft E7ETE, 



-arTgag)] 


MTTn ^ TFJm : 3T^VTT^ 


'sftoTiTTQ’qto ^ 'TFTT t) 3frT 3T^ ^ 3T^ WmWT ^ % ^?r^f (ftp# -TO^ iftoT^o^o 

|f) 3;f^ wTli«t)C1 T«&f^<4i (f^T^ 5<H^ ’RT^T^^ci'^o'cffo Tfqj |r) ^ 3T^fiiTT3Tt ^ ^>!TH rar ^sfTcTT 1^; 

(75) ^ 3mf^ #7 TWlfr % fqrHHi^l, sftT ^ ^ f; 

(IT) 3TT7l^ WTlft, ^ ^ ^ f=T^t^ 3ltT 3T^ Uf^TT^tft^ PhtI^UI, sttT ‘^HTt 

t; 

C"^) ■?r^TT^ ^ ^ "^Jn^T 1^ 3flT T®nPT7T % BT^^TTT ‘^irrft %; 

(’50 drHI^r "jnfV^TTT wyfcw4ll' ■^RT ’5Rlf^ ^ ^ f^TT^ ‘^H y<;H 1^ ^STTTTT % 'PT >ir^*Ti 

a^K^H ^ ^ arM i ^ 3fh: ^ % bt^ % 3?7i^h, a^tT f^r^ftTT 

q^TRT 37^ f^rrrft % 3737 TTT t^RTT 11 

i5> •^gPrftaiPTT aftr i^m 

f^TTft ’^nwft ^ ^ ftFRTt VfTTT ^ -OT^' ^T)T% % 'ST^fTlR % TTT«T % ftTT( TT^ftW ^ ^ 

15.1 aM I ttH PP^ % ^ ^ ^oX^TToTfto 5 ft ftPi^lui+di OTT 37^qTT?RT ^ iJPTt^ ^ ^ f^ 

tinfloTT <ri=tiQ^ai 3PJ77T^ '^<*11 ^W1 ’^Trpf^ ^ "5^ 771 efiM-fl <*(IC< ^ ^ci^, 3^f¥ci ’^Tf^PPTf ^ X(^ ^ 

cfiijrT ^ "d^H ain<,qRin y^iioil fWR B^T % c^i^f^q-i ifft tinO^TT TT^FRt i “R^ 

y<rl<sfl<j><i ^STninl 73^RlttQT^ % bRt ST^^cff ohi4stiH % 7TT®T "W^ff "RT^FTfr^ ^ ^Pid ’^STTTTTft I 

15.2 ^ ftyii^H jp 7 [^ ipm Rp^tt ^ W^rtH ’r^sRt ^ ^ 7f>T ’rtti wm ^ ^ afh: 

37T^57^T5i "^^TR "W^f T^hm^iRVT "R^T I "OT B^T B^nTRTt ’'R dryi^l *^TR7T Rl^Hi "^STTR "^TT 

3TT^«+>K f^ 'Wl ’^TT ^ btj^TTR^ ^ RtRot % f^ RtWT ^ ^TTT^ fw im^Rf I T^RrftfliPT % %C[ f^i-4<;K ^ 

^nRRp fp4 ^ '^ftoT^o'^l^o ^ ti4i 1 ^*TT7 <^14 % 'H'R Ri'+^iRv^f '^ii 1^*11 1 

15.3 ’T^Rpft^T’^ % Rm, RiR^^ rl<1K f4>^, Pud^i 3 TRRRt Pt*^frnRaa tRiT—* 

(^) tftRRf 

(75) 

(R) R^-il 3 R 7 RiT 775-<^iq; 

(’q) BTTtf^ TTTRiR BfR ^ 

(^ 

(^) Bltr y[ih<^i4)^ t^45i»i; 

(t?) °pnRi^ 

(IT) 

(’5T) t^uwdl a^lr ■RRf'MirRT; 

(■R) bRt'JT: 

i 

(Z) dMitiiufl' ■8(^mt||4':^ irt TJTq^ HU|irM*Ji; 

(^) ^+i) ^ Hfi(i<JHi.: 

(,s) f^wranyj^tR; 

(») 


3706 GI/2001—2 



10 


THE GAZETTE OF INDIA: E^OHAORDI’NARY 


1 Part II—S^ c 3 (i)| 


16* 

f^wr ^ '«T^OT, Tif^arf jWVrt ^ ^ w yPinn f^ sfrr ^q#TH 

^trorr ■fif ■ferj; t afk 'PiiHift ^ d4ii1‘T % 1i^ ■Prg^ tamr '^rrai f aftr dWi^l ^ ttt ■^wst rT^ "m % 1^ 
f^T’jswT '=1^ ftTJlT ^3 tct ^ T!^ fifr ^ ^ IW y^MwHi TO RiPna ^ t wiRnt^l ^ 

^ f<<rH ! i ' ^m aPdi^Pt^ TT ^ I TO ftmr ^ai^m % TOf^ f^p!m TOrtrof afR f^rro^r^ to ^ ^ ^ 11 
f^VFT % TOT TOfsJT 'ft ^ iNt ^^ i Pwft fftftTO -gfiTOaft sftf 45>Rl-47 «fft TOPw TOH, TOR tJTOM sftT fftftTTOTTOT Tr«n 

'TT I 

16.1 3T7ft^ f^Pm ft ro ift TOTO TTO ^ TOfa^ tftftTOT TpftTOTWT T^TTftftT ^ Stifft aftr 3Ti|'TTOfftl TOT ^ j 

16.2 wfeftt fftftro iJ4)MV Tr <H i ftr ^ ^ TOmftro, ■STOT'ifM, sftt ftWtft ■qftaftftf % fft^irfro fTOrr ^ iiftro i 

i; 

16.3 fftftTT 'PJ=ft‘ ^ TUft .ftr ftlTf TOft^ lih TOTOT TOtftt TO^ftT ^ STftftTcT TOETT'n TOTSff ft ^ Tftn I TOfftft IftftTO ftrTO fft^HT 
■RTTOT TO«Tf TO tJTOTO, 3T5TTO ftft TOTO^ ^iftftT I 

16.4 TOTOt TOftt, ■RTOftf, tft^, ftTO TOIT^ afft ftftftro TOtft TO 'T'jft ftfti tftft^ 3ftt 'TftW'4 TOft ftl ftTO; ftft TOt 3TTTOTO f\. 

TOfrofftr TOTftt TO mnldft TOift % fTO^ toto waiTO ufiTOftt tTOiTO toi^ TOftff i 

16.5 ^ TOTift, TOift', aftMTOftTO TOt % feft fftTOi totTO ^rot toto tottol sftr TOrWft to TOtror ftt ft, 
u i ftTfn aftr ?Tifti5 '5TO ftrfTOTi ftfft i i:?Tftr TO?iTO fTOftror ft ir^ro tot, fTOirTOT TOr aifftTOftTO % fTO?, ftifTOTf ftt ft i 

16.6 toTO to TO^ ft^ftftTOT ITT ftl fftCT TO TOT ftWWt TOf TOJ71T TOT rTft TOft^ TOfTOftf ^ ^TOt TO ft' TO TOTOTOTO 
TOfTTO ^ TOT.lft fftr TO iflftftiftiTOTOTOnft TO »(%T3ft ft? 31^ ft I 

.16.7 ■fTOrfTO toit ft tot totto TO ^'ft TOtot fTO TO fftr^ TOfam TOnr 

TO TTrar'ft ^-ft-^f^pTjftn toto 'ft ITOi^'TTt T?ftTO TO 'TTfftfTOrMTOftTOT ftTOTOTO TOaro TO 
iTOTOTOam7iTOftTOTOtTffTOTOTOi_TOTOiTO3T!irfftTOTOTTOTOTTT-Wft'm37^TO(T-ftTOTTOTftni « 

16.8 TOtk 3TTOft ft ftftfTO TOTOTOf TO TOrfm TO aroTOT ft TOt ftftro ftiftj ftfft fTOTOr aroTO Jnim TO TOmt TOTOtTO 

TO MfftnrH fftfftTOrTOft (ftTOftn TOftw) '5TftTOTO'>T, ftro afro TO fTO fTOTO^ ^ ar^iien TO TOtr TO TO TO^ TO ft i tTOTO TOTOW 
TO TORT^ TO fTOro TO fTOro TO fTO; ftr^ fTOi; TOft ft 'jft tototot TO TO ftrTO TOTO TO# ifTO# 'fTO ^ ftft TOfftro^ TOTTfftift 
ftrftiTOT TOrfftro ji^i wfft "F^TOarr fTOn TOTftft i 

16.9 wTOtTO fftTOTOT TOTfTO TO TOjft ftft 3ftt arTOron toTO TO ftro, TO tojPtot TO, .TOTiTOT ftF ft ftftft 1'. 

16.10 TOfiTOft fTOTOr ftTTOT TOroftf TO wnfTO TO TO ft ariroTO TOftn TO totottot TOt Wro Froftf to toiTO ttoTOtot TOt 
TO ft TO fftrrj; tot^TOTO TOto I 

16.11 ar i v- i T i TO i TO TO TOJTO TO'ft toTO fii i it. i 'ldf TOT TOftror TOtro TO totTO TOrftrg toTOt I 

16.12 TOftt FroroTOf TOt aftrfttfTO fTOro tottto TO TOTO TOTOroaft TOt. ^nTO ftftfftro TOaror TO ftro. TOf^ fTOri; TOift ft 'jft fttr^ 
fTOro TOTTOTI TOTOroif tot aftifttTOi TO TOTOrTaft' TO TOftTO fTOiftrTOTO'i fTOftr jiiuto i 

16.13 ^fTOt TOTTOft, RroTOf TOm TOroftf TO ftftrWn torTO TO fTO; iTOro fTOf^TO 'TOi ar^fttro ar^arTO TOiftift TOfror fft'TOT 

gKl ITOhi TOTftTT I ftrtftft^T TO TOftWi ^'lflaT''t, TOlft ftt TOtTOftT WTOTOT Ft fTOro 'FTTftIT I 

16.14 arjTOrTOt TO roTOTO fTOroT fTOttomt ft TOtr TOftr, fTOr roaro, TOft TO rpitof, PTOt ■jroTOf TO arro fTOf roroft TO 
R*IT TOfTOr d+'ftTO ■'ftTO FTOTTO TOft I 
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'TOT ^ TTIT^ : 
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17. (^Pl?7T 

17.1 TTWCft ’Siftr tjlHul % f^Q,—^ 

fd^^Tcifeiq — 

(■^) rTT^ sf^T ^HTdR^ 'til ^ 

(^) sfN^TOR nTdltiiM^ % yfir 

(?T) TTtTTT^ % ^BT J]'n^iN+ aftr 

(^) JHIMiJl ^ ^ dftr TJi?T ^ ^ 

(^ Tjftr?T WTlft ^ ^Tipl, 

(^) ^ #i: ^eR^ ^irf^arf ^ uRiPh^vi 

(^) ^TTT^STriT ^ 

(^) ^ ^ 'I'JSKUI ^ 37f^J?T^TO a^tl I 

17.2. drMI<; 31T^lli ^ftr ^ 

17.2.1 % f^. 3TmfiT^ ^'Tf 3imr=T #( ^ SRT ^ ^ I ^ ^ 

WpPT kftRRT ftW?Tf, ^iftPR ’TOM. T^T^frTT IJfsTOTSff #T ^ ^ 

^ % ferj; ^ ^sm^nr ^ ^ ^ ^ ^ ^ diN^b ^ ^ 

■?t#3ft, 37f^J#Tft, 3T^#cfr T^T f^fOTTT ^ f t ^ ^ 33Pp^T 3TT^ ^ W^ wftn ^ Wm 1^ . 

17.2.2 ^ ^ ^3TTO ^ T!TTTT TTO^ ^ f?^lfiaTT ^‘Pl^ 37fW«T7T a^k a^^J^lfer ■^TTOTTI Jmi ^ 

^Fpirf ^ ^ fr w ^ ^MpJrw^ ^ ^ arr^ ^ ^ ^ t^tht i 

17.3 'SrfeTTtft^ ^ ^ ^FTT^ % 3lfen»it^ WTlft. T^^TTT?^ «Tr^ % 1OT, '. ^ 

ffifftriTOl^TO^ 3% arf^MMl^JM f^rm ^3TPTT ^iFru l 

17.4 ^^ITT 3’r^(^ % T^iy TT^f^TT ^ 37^pf?T fRTf?^ll73RT (11*^11— 

("^) ^ arf^Tf^ ilH ; 

(75) 'TJTT "^TT 7J^ % 31% 3fh: 

(T]) 3fR ^ ’^IT 5[f5h<4( % 31% P^\ 

(^) 

(^ f^^f<!w % %R aittr Hr:=41rH'ti aT^aTTtT; 

C"^) rdPl 'M^5K ^ '^?TT'3Tt ai^T! '^qlqiJiF’Tqr 34%; 

(^) Rlf%R; 

17.5 airrn^ ^ 7%^ fPn7 % ^5%% ar^p^aTf % M'rt af% -aM^pr! %'3r77^%’%f%r‘W!5fM 3% 

7%^ r%R ^ ^ fRIT ar^rfaR TTVfl'dtl aftr ^TTTTt' a%B7TTt ^PRfHd ^ t I ^ %R%‘ ^ 3% 

qqlkidl ^ ^aTT, T77 31?^ ^ 3%aTTaTf ^ % T75% ^ W%ft 1 

18* 7J^ 3Tft7^73r 

3P^ % %R 7T'^^ fefroW^FTft UPs^^iaff % 3f% fMfdWd ^ % 1 Rt^ ■*'# tTOt TJ^' ^ I % 

7j^ 'afqf^ afr7 wfR^ %wjt % 3nj^ ^ frro 3 % 7 ^ 1 %d ^smnl 1 itp^ rt % %(%% fWRf^ 
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THE GAZEFFE OF INDIA: EXTRAORDINARY 


Part n—S ec. 3 (i)] 


(^) ^?r5^ % ”=1!^ I 

(75) ^ 'm drNiq ^ wf, y«fcnai, ^<’^'11 3flT ^I'^K ^ I 

(^) yy«W wft "^rMt 37Rf^*T^ 'WRpJ’^f ^ ’=TFT, ’Rni, <4om 3^l7 'H^l I ^ 

wfsF^ ^ * ’^TT^' |ft % I 

(’ET) ^7tT7T3Tf ^ ^ UO^lfVld 3^fcTR 3^1 t 'iT7>q^ y^ ^TFJ ^ I 

(i0 y+Jwui 3frT Tig^^T Afr ^ ^ ^ ^F«n i 

(^) <3M^< ’*FT^ m^Ri*i 1 H^&rnnl 5iT flSjAfl I 

(7?) yfiF’^ 3T5^ "^rFf %■ ftro ^ 'Itr^ i 

(^) yf^F^I^ ^ ^TTTafl I 

(^) dCMI^A ^ 'F^^STT'^ ^flfii'STt 3T^^TTR f^FT^* 'flpi 3ltT 'ft % I 

(^) ^ ^ 1%T^ 'Jflfiivfppil I 

(z) a^h:-^TTf^ % T^ I 

19, 

>3rm<; 3TR7R 3 ^It y«hK % TUftT^FT ^^Fstrj 37^^ if^ I ^'i^ 3F7FfrT Pi^-ifVif^in Pi^^RiRJR % wftl — 

(’^) 3rHi<!; ’5it 'iiM; 

(^) ^^14 ^ M«<cini afiT 'Mi'q-ii 5)1 qv[-i; 

(^) ^'^t^Fsr ^ WT a7f^1^757T’^5> ^ afTPFR aifrlR ail^TR ^RT5T; 

(”^) hh^ arr^TR Ri^ ar^ftRT ^(hiD ^ "’^ f^RT^ aFTR^r hi^i, arr^iTT altr trfr ^ 7T®tf 3+^^ 

'^IH!J) % r^r'I^^lll’ ^ tit f=T??T TR^ 1 

(*^ ^<rl'lrf ^iHiil aflr 'i»^iy f^RT^ ’77%cT ?Vh tiOMi a^lT 3F^nH ^ ciiO^ ch^i T^RTtf^FT 

C"^) Hin-i f^TT^ <n\^ % RiIM, f^f^Fr f^H%> aT^RftT aFR^ cti<^ "^mpr Pi^Tiiti) °fiT% % 

^ ^ 3M44»7 ^ TTOtlFf^Jl^^F trIw ^ 11 

('??) Airy*! ^r*«TT TvSIM^ ^rT^^la ■SFt^ 3?1 t ’^f 7^ 'STMT 3H+^ ^ % I 

(^afrr T^t^TOTT % f^TR ftFl53fTf “RflRT ’ffflF^^H ^ "^^flTT I 

(^) ^f^TRT aftr ^RTT^ 77f?F^ %r Fi^ ^ <^®ici ci^ii^ aflT ^»t M ^^Pi<il a^ftr 

^ 'HTSTT TT^TT ^ T®? ^ ^ tHO^I ^ aim A<;t t^lHFTT "^Jn^FT I TR^aTl ’^f a^lT 

aRTTRHT ftFTm ^ STfiRT ^ ^ ^ TTRrtTPfFFjf^ ^Jm^H I 

20, #Gr iWrfWTT 37^1?^— 

20.1 wr^cfi “q "in M^’^*J>a f^R^I 'TFT ftl^ T?[^ ^i a7f^<Pt^3 T<51 ^SfnFTT 1 '^TF M ^^ ^TFITT 'ipflf 'FT 

aTRTTft?T itFtt afh; aif^^tsrf ^ i^FR ’^ft 'tcRt aT^f^rfF^itF ^ %r ^ ’^snrRft i 

20.2 ^ TTftvFT 'FRF'T ^FT:^ ^ 'aTT^ afil ^H(M1 f^ attr 5iRf ^offcMiq, 

qtai'S'fl ^ TIRTTft flRT^ f^Rltf^RT TtfiFFTaTt % ftiy, aHiq^q<^aj R aftl C3M+4R TTFF al^T 3yq)<i % ’ftTR TF^p^T % I 





[MPjtl—•qrTg 3 (i)] 


: aror^iTrr’T 
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21.1 % ftrtt ^ vf^ I W ^ w: 37T^nftrT ■?ftTn l ^ 

^P-nRld 3Thl7^T5if ^ M^&Ri ^ ^ ^ 'Jll^'fl I 

21-2 ^ wfWi^l 3TfT^R ^ ^ <J1iy^*ll sfk 3Tf^1^Pjn f^RTT 'Jim.Ml 3f|T ^114 ^JCMI^^i, 

3fh! 0,41 P<il ’ftr^n *\*A\ f^R^ fi^rf^n yfo*Hl3Tt ^ fciy 3iiq^qi^?IT -IfiT ^ 3ftT ^ 'dHW^ TTFTi 3l^ Hm4|m % fdO, 

tl 

21- 3 yffTiqi % «{l<ii ^m=m( 1 Mr4«t> ^n4 'Jif^ % ’?RR 'Slf^f^Ran WRlt niO'ta TRft rfsiT 

■SRR^RTjt 4f»^3ff %r TTOPft ^ ■3TT^, fertf rHHf^RSId TVtT— 

(^) drHi< iiH 

(T9r) f^riRjq 1^4, ^ 4^-il 

(‘^) 'iCHI^R 3 ik*''T ^TT^, R^qcrf ’SRFTRt sftr <1 +h0i 

(^) s^qr^ % ^iFTf % ^ 3TmaR ^ ^ ifr, ^ % '^m ^ ^ ^ 

(4ici1 yr4*ti 3 Tr 1^'T^ tHiHiil ^ 4’q 4<sfli 4^i '^^41 hi^i 

(^) 'tj'H^in M4^q>^j| '^Ps+'q! 3^7 ■^?5!T ^h+<p^ 

(T?) qf^qr^tq F'lqquif ^ 37f^r^<9f ^ftr ^ fwWr 'q^t ^\A oqf^Tfqf % btoqir 3iU sTf^wW hR'jmh 
(^) fqrdM^i(qifR)%WvR 3llRw?f^cqr^^ w 
(’57) qrf^ Tfmr^ff tt qp'r^^>4 fzRin^ f ^\ 

(^) ^^p^ ^ ^ Tc^fnt Tjfrw f4^fR qr K^^rftjr yiFtjfi^ifl ^ ^ej fdojuj 

( Z) yr-'^.^TI T{] y^4l % 4^4 f^T^t ’^IT y^+^a ^TTRlft ^ 

22. Hin^oh ytjlR^ (T^oaitoifto) attr^TT3|fe?T 3TfiR^— 

22.1 WRTt^lJlfR— 

22.1.1 '^r^, 3fR ^ ^ qrf^ % fiiR [r^[m ’qn^ ^ftr ^7f^#?gr^i 

22- 1-2 qif»^4f ^ 3Tf'm^ ii p T Hf^fad #n— 

(^) qff^jPT qr ^iniFl ‘qnr ^ftr ^ 

(^) yffni niO*a 

(q) r^Pinfoi ^Itr/qr yqmi "qn qrq 

(^) rqfdHtrn ^ ^ ^ THS^T 

("gO ^TT^ipfr ^ hrt 31^7 TtTjqr, w<T sttvpt ^ rm 
yiFki % H^qifi -MH^df^i^T ['14^'^! 4^^ 

(7?) ^ 3R7 7J7TO r^'qufl 7TT ^H=f.TTi I 

22.1.3 RTRfrpff, TTIRflRTlr 3frT 3Rq Timf^ ^TTT 4t Ft, 3TTcTft?K tWH^T, % f^ 

rnfoci "R 'RPRT yqifji'i pRO I 



14 


THE GAZETTE OF INDIA. EXTRAORDINARY 


IPahtH—S p.r l(i)| 


22.2 '1*i;1i '^n \— 

22.2.1 ^ ^ 1^ RiRgn y^iM-i yfsPrn^ ai^Tpfn ^ ^ '^ft 11 

22.2.2 RIJ=TT ^ ^ ^ 3T^ Pi^RlRsin — 

(^) 'q^SRr 3fk RTJ% M ^ zj^ 

(15) ^ WTT 

(R) sfK "BifRft f^r?ft Pur^^i^ ^ ^ % ftrp; ^ipR ^ 

(^) ITR ’^3n% ^ TH^ 

(^50 "^T 

(■^) ^ T1TT( "^TT^ ^ 3n^H ^ f^>FT 

(If) 3TT;^K^ ^ ^ ^T#, ■WrWT: 3ftT WIHlJl ^ f^T^ ’^^#PTT I 

22.3 

22.3.1 ^TTW imriTT^ (ws) Ttw^^^iUT iRtt ^ ^ ^ % 

cfr^ Tqr ^7TR iFT ^ TOTT ^ ^tRftt fciT ^ 11 

22.3.2 "fett -^Tt 3 ^[t 5?r ^ ^WA) 

iM sttr ’^F ^ % 1^ W WTR ^ Fpft ^ ■'TTT^ ^ ITO #ft i 

22-3.3 ^ 31T^ FT^FRI FIFTfTT ^ fWT ^STTFin I 3 tR# 15 ^ -3TrFf7T 37PIRR ^ llrfRS, ^ H^’qn sfR ^ 

3;twrfRtti 

22.4. '^m— 

22.4.1 % RtRrT TITFTf ^ WIH'J) alU 'J'NT^f ^ TTf^nr % RiRan 3lfe^ fW WTpi ^ H*(ti #I 

^ TTTJpr #n i ^ # 3 ^ 'w^ 1 

22.5 % 3 tRi^~ 

22.5.1 PinR^Rfi^i tot ^RnRin fRt r 
(5r) WTfft "*11 ^3rfT5 5>T ^ 3fR ieT^ w^ 

(H) ^ TRffiT 3ftT Ff, ftfpwfm 3fR/5T TOFT 

(^) 3ftT ^ ^ Pt^ 

(^) Tlft^^lftTJTT^. f^3iFTf?TMW^(^3Tf)^^-£f^f^W 
i'^ 'qftOT Fit FTfRif 

('^) "JF "^Ff^FFt % 3F1IW! ^ 

(^) TT ^fRRT^ ^ 3TTiraR 3frf TOTHTarf 4^t ^^hiPhci 1w t 

("F) Pr^jfVl FT 3 iW|^Ri FH F?*rT; 

(V) toM^ ^^PFT^ ^ 



[^ii—igr^3(i)] _ MRnT^Tram : 

22.5.2 fViRad 'stwr aitr f^ — 
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(751) 3fk 

(^) 3T^QinJT, y3flT ^^Cll 

(ii) ^fnl^ 3f?pf?T 3TTf7iT, 3Tf^a?nn, ^1^ t 

(^) Pl4^wf 

(^) 

'^) 

(^) w^ ^im41 

23, Pllvi 

22.1 R<^^M»J | d l sftr 3W5ff5f "qftw % ftPTR TT^ ^ ^ ^ 

1?TTZ ^ ^ ^ ^ ^ ^rft75 % ’qTWI Tfh ^ ^ 3T^ I 

23.2 ^ ^ 3T^?^ 37mPTf ■^’ I^T^f afNf^ ^ ^ 11 

24* aftr 

24.1 ^ "jt: q^ TJ] 3im^ t ^ fidfeid yp^^ict ^ ^wft #7 wftr^ 3in?4fl^H ^ ^ f^nrtf 

TTTT^ yfeiP^'TTiaqf 3ift7 ’T^Tin^ ftPrt^ 1 ^ Y^-. WT^rC^ i 

24.2 lift ^ ^ q<4f^d ^JIHT t TTt '3=1: UfsPTT yT^FfuT 3^7 7^75TO ^ 1 ^ ^ 1^ 

inr^Ttr PMd^l y^74)7 Pi ^ ^ aftr 3TO?f^ ^ 7t^ ^ ^qm fex^ i *3^: ^ 

■SFT T^nf^TW % "Sn^ ^ *i^i'5fvd "PTFiT ^(q.'ii I 

24.3 ddl l l^d 37X^f^ -qq, ^ 3T35fT?T it, 1717^ 3MI5H 3ft7 % MV^Irt^lifl ^ ^ ^ 37fVf?^‘ ^ 

’y735[PT ^ TTI^ I 

25, fiUHXUI 37^7^ 

25.1 feTft sftqftr V PlR ’ ^d ' "m ^ ^ ^3TTT^ ^ ^ ^\{hA 'PmW <^ir4c^ OT 

wr qft^, 373MtcH 3fh: ^ 11 qi yPdPf^fl wr^^' qitxFq ^ '3j^ f^qjriy f^r^n *511^711 f^ 

qi^ 1^ w 11 Tsn^ qrqr ^ qq, qft f^ qqr t, mfjsmirui 3ft7 tz[^ q^ri % f^nTpi 3x3^ it^ft 3ffT 
r^qxu i Pn^gKi 'feq;^^ qv^irt^qqqqrFtqf^rqf ^Jiii^i'q'i i Rsidx^i ^F^qt qJtqr^ ^i^smik^i M^Pd^t qft 

q*1^4) Tfq^^ qft '^wft ^7T^ T731 I W^ Mf|-«ll<dH 3MI!;H % ^ I 

. ^""^ 25.2 n i q|u i ^ arf^^ TO ^ 77^ 1^ % ^qR ^ 4t 3TTq?qq7 3^h:'^ VtqjqTT 

^ f^rq 'iM^i'i'+idi qq qqr Tqqrqr 77% i 

26. ftiftnini 3ttTU7^H><xi| 

26.1 f^faHH^q> 7 u r 37x:qqq 31^ I^Pdqf'Ji M^Pd^l' qq qTF' ajPrqpf qrq iFtt 3^t7 34qft^7Tf^ pi Pd 41’ % ^t^ttr f^ ^^nyTir 17 % 

TOTqiT^, q^tOT ^ Tcrom qfqrqr^it qq fi?ftrqRTqFqT 4t 11 

26.2 x^Tgrsrj 'feq; qq; qfiqqqt ^fh: pHcq^qf qft q;qT 1^r%q TtfW ftqti rtqi7 y^<sfl^a 3lt7 3737!^ woTit 1 
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I Part II—Sec 3(i)1 


26.3 afk % ^TIVR tr; ^ 3ftT ^ ^ ’5=T: 

'jfnpTT 3?^ ^ ^ f^ 3TT?l1^PT hR^mhT MIH1 Rt)^l rll % I ^ 

26.4 ^ Rtitil TR^ ^ ^ 3^^fRtiK Rf>^i '^iidi ^ ^APncfi 3RR^^R^ ^ TTRit "^fTt yc^Rfin 

w^Ju I iJPiRt'ie WEft 3fP: ^ ^ TTft-qrf^ -gf^ ^r^ftpr w ^ ^ 

w^Tft I 

26.5 dM+^Ol' "^TT +4fHiil nRci^ii Tlf^^ yRti^ni 3fiT/TTT ^T: ^^lR(d Tt^^l f^rfTRWr ^iflfRTT 

^T Rft feRT I 

2 7.T5?r T^RRT 

27.1 ncH^ni ^THTR y'^[[ril 5^ ci<?i ^RR '^fO^Tl f^ PlMrlH % 'ftcR 

TcR d«t> TI’Ht TR^r^R^f^i^j^Tf^ft, R<^Cll3it, M'^ldl3it, 3flT 3^friH TT^TPT^i^sft ^ "^TPTRntt Tr% I 

fiiH ^flT 41^5^1, ^Prt ^ y<^T< % hICb^hi trrPt ^r "r^rt i 

27-2 3T5p7TRT^t &i<i RinRci T?RT^ R?t ^^TTTO RRT^ % RriM, RH^ hR'^icii Rf^RIT ^ TdRarci Rf^RTT trtPtR Rit I RTTO 
RRT% Rf^^RTR ^ f^jRT^ fR^RRT Ki< I 

27.3 RFRT ^ Rn^ 3Tf^f®q fcTTRRT ^TfRT^IS Rr(fi^ I 

27.4 3rfRftR R^ 3TfRR flRT^ R7T 371^1^131 t^RR RRRftT 3<NI^1’ R?t RftRR 3^7 RTRTRf % oft^ 

RRPTT % I 


27.5 RTRR RRT^ % f^ T5!TT^3tf Rft RRTT^rRRRRRlT R^T TRTR-TTRR RT Tf?RfR7R 'mjW 1 

27.6 ^ t\ R^r^rffei ^sitrttti 

28, attr ufff^TPT yl^RFflu^ 

28.1 ^?RTR ^ ^ R‘ Tnft ftTRRR?it RTT t^FRT ITRPTT ^ ^ f^lftSTR yf*R13ff % 3RJRR 

Rft 'Jini.^fl I t^TRRRR RiT 3R^TjT3|/Tj^7nRn RiR^ ^ 3TfRf^ =6lWc6 "gfR fRRTT '^TTRTn 3ftT ^R^R’R RRT RTT RR^RT?RRT RiRf 

% 3Tf^(?^<a I 


28.2 yRl^M RR% RT^ 3flRf^ Rft ftRt^ f^flRRR ^RRTR RRR ^ rIr^ RRTR R^ t. fri^Ruil TTf^RT 

3T^^TRRr RlfRRTft R^t ^ '^STlT^Rt 1 

28.3 0,^ (VrfiifO Rt^RITR ^^11A "^fe^RR TRR^ ^ RR I^VJ^ Rt?^ RiTRf RTRR RRT^ ^ RR f^RIRI 'pYni 1 


29. RTfH^ yiW< LhIfH 

3rpTf^Rrtt "* iA\^C RR^ RJTFR'' ^ "CT RftiRT ^RTl^R ^RR Ri^RT ’PJRT^ 3T^?TRT RftRlf f°hX!^ ^ ' 

% T?RTRR 3ffT/RT fd4^’J| Rlt "^f 3?h^ dlfrRR^ 3T^?t fRfRRWlRiRl' h^&RimT fTi'^fl I 51^ Si-R'Id PiMlViRao TftRT— 

29,1 'RTOR7JT’^RPTRrrft— 

(R>) R)t'RftiTRT RTRRjrft 

C^) 3ftRtftR 1^i-l*iIlJ|CM0 rs^MI«hC1IH lit RTPh'^kI ^\<\ 

(R) "^RR RftR^f 3TT^ RTI^ 3RR forfRRfRRTRt 1 RvRTR>OT 7, Rft R^t^ 

(R)* l^lftRfR ^ i^R ^T^^fRT T?RT7fr R^ RftRR37f 3^ R^t^RR^ Rit Rf^ RR R^^R RR^ ’RflTR TR R>T 3IRjR 

(^ 3rR i ^d , dR i fjdj) M m, ^m{^ '\ 3ftT farRJT R?t tm 



75r^3(i)] 
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Cn) WtrW ^ ^i=r '^Wv 'm 37^ wft^ ^imni ’^ft ^ql^i 

(^) TfT4 ^ 3pm?pft ^ fairrn 

(^) TfSl^abtl ^ fWTJt 

29*2 ^FTW^— 

(^) 3^ l vqm1 

(TsT) ^<9^ 37^?TT^ 3Tj'T^ 3^ <iTi^ifliri| 

3TP:nr^ 3ftT ^3ifJ?Tafm % f^ 3it?: iinnt ‘^f Td "^ir^ t 

(^) dMi^;H ^ ^ % 1^ 

(^ +iW^'l' ^ 3T^Wt 

29*3 uftW— 

(■^) ftPinWi ^ c*^ W tTTSfr ’WT sfir 

(73) #( ^ 

(^) TJwf^T^ 3 tt ^rfBj^ f^r^tr^ i ^nl <*^ 1 ! ^iht ^T%t^ qi'^'^iPin 

^TSri^T^) 37c^(^il^ 73RTTT "^j % P^T^hI'ji % f^TT^ 3 Sm 1*^ ^ ciiy, % T^rjfjSfvT^ 

qMo fVi^i 'JiNI "^Tf^; 

(^) 3T77|f^ qRT^gh^dM^ 3f>T TTWit k % 1^ ^ 

(^) hR^O % Rl^ 9rfft 3^fV]c^^^^ H^lIC^ 

29*4 3MfW7 — 

(^) sirHi^'i t+i^ir^rlcD y "^f vS'Hf**^l ^ ®f»t ^J7^) 

(13) ■3TT^< 3T^OT^|*lsh4t 3ff^^T7J^ TJTItT^ ^ 

("H) 3rR(dl 3^tT oHitHHiH'i di-n^fci "5^ w’^iiRtih) 3flT 1^“ 

29,5 

(^) f ^HHfu i ^ 3^7 ^ TTOf ^ frTX3: 3ft7 l7f^3Tf ^ 

29*6 «^7in^*i7U| — 

(^) ftfH^iu i % w i ^ #7 faffm % fim mwit 

(73) ^ ^ ^ ^ ^tfjhr •=nfl t (3 ^;tft^ ^ ^ -qyr -^HtTr 

29*7 

(3T) 3WI^H 7tf26^l3Tf 3it, '^, ^ftzH 3^7 TT^I^srjof ^ ^ Witn ■JT?; 

7Tf^1^7^l 

(73) 3TTtf^ TTFrat, ^TjTT^ 3?tT e^t^ TmT ^7^ % i^jR^ i q 3lt 3Rpf7T ff^, 

tft t 


37^ GI/2001—3 
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[Part II—Si;c.3( i)I 


("^T) fVi^ 41Rl ^ I 


29.8 <w i f?^in P n hfu l 

(^) wR^^^ R4 :hui siti Wir^iD' fH<hiui fIjviTT % ^ 1^ % ftni; irfSPini i 


29.9 ^ fi n Pm far 

(^) ^ ^ fBrar^i w\ sm ptiiPiHliJi+ifl ^ ^ f^tifrJT ftpir ^ 11 

29.10 1^iH>IT, rS>l<*)TUVf aftT^WT^HIRRlt^lHT 

(^) l^^fT’iT ^ sitr "^131^^ *^17^ ^ 

(ig) ^ ^ 3^fT ■RR iW ^ fjfni ^irawjTR I 

29.11 T^f^rflainR 

T^fWwn yuin^ ^Bi WsH^fT fjRfff 7i?f 7i%7i 'w Tt ^;cWT % ■p’^t Rir?i3if sr^ ftRpfuntiill q^iRi4lf ^ 
OT aFflTiTT ^ ^ ■£! toft sftr 31^11^ WFft toto ^ 'ftiTTlt # *ft I 


29.12 alWiraf 19f)T ftqf?! 

(^) W'TRftiftf^ iH'ftto ■jrrcf^#Tr ■ 

(15) -sftl R[PI ^(NIT tftiHT, lift ^ it I 



[^11—73TO3(j)] 




\^) 


^1—(^) 

mnff, 3Tfi>Hr WWRt^ (iM irm ^ aftr ^ Tmrr if arf^) hot % f^rWfrT^ff % 

pn l Vi irf g i ^ %r 3T»ynt i 

ftuW—^ ^ HTWT 37^^3ff HTT ^ alWfrTI % f^ xrftnff 3^ HTOft % 3T^ 3T^^37f ^ 

TO T>r %TP7 1 ^r (^ -ft' ^ ^ b^t -4' ^rt^) ^err 

^ftHryp?T ^ fnWFq^ ^ Herr nfro. wh whtt i fHHR^^d 

3T^^3^i ^ WR ^STn^TT, BTerf?! 

l-HTfelKUT 

•^'iftHfyuftH mw\ ^^qr^ff % ^ ht^ afk ^ f, f^rit ^ Tj^uifw, ftrmHn #t 

¥ (^T'^t if wra^y ^ ^Pffy^ ^ ^ frn^ IT ^ ^ 3t^ H HHT i v^ ^ 

'iid, ^1^ TTPHft %r % HiH^ if affr Mqlq^'^i ^ arjTy^ % Hind if ^iHUni arj^TH^ f°h^ HnTTTT * 

2, ^T^TT artr fMfilW TtHi4 

2.1 WH 'ST'jf^ f^TOTT PiWfnqf, 'TTH aftr ^fl[H Hit THT % if TOH H HPTHit^T^ HTHlft H HfHH 

HT HHTI 

2.2 HW, TO 3TTft H^t H?t TOiaff Hft 3?Hf^ TO Hft ^ ftFr TO HT ^ HTt HHTRH ^ TO ^ 

73fTO TO H ^ I Hft 'ft ar'jfTO ^ if KfHT Tift HtT HRKT HTt hTO Hifro I 

2.3 TOtTOt to Hft hhTO To’ (h^twtTO 3ftT WHT TO TO % TO •qTTTRTn TO TO), TOft TO (^rTTHmef TO 

TOTO TO. %-3TO^ To To), TOTO TO aftr TO TOft i itthTO ftTOfn hTO % TOt nft 

ftr 'TOTO' nft T^ift '^^ft tiRtiqiy, ’fe-Hqifftq TOf ft nft HTOTTt TOt ft ’'j^tHi' ■^' i ftHift TOt ftr TOr Hft htT^ht 

'5*1^, aftt 3T^ q^r^ ft TO BTT^TOt HRlft TOt ^ HTlftft I 

2.4 37TO TOif.— 

(Hi’) ntTO Vift aftr TO BTHTHW, hr-TOTO, mh^ Tot aftr h?hr xfTO iftft TOTO i Hift ht aftr ’TOrft aftr Hift tht “TOk aftx 
’TOt TO iiftq ’TOTO 'HT Tor cIri "TO^ 

C^^) TOt^ ^rr "TOt TOTO Tot hthr TO TOTOHiraft ft hrht TOTO; i TOf ftt ar^ hr "^tHK ft TO ■^, (RHTFRrrft 
Tqftp^iiHqi ftn, ’TOnTOftHT TTOi^TT. ’ftTT arrfH) q^l ft fttonr ft fft^fti "^ftft qif^^r i fttnft, 'TO' aftr % "HTh “qr 
TOh’TOTO^i 

(■q) TO Tot tTO aftr 'TO^sTOr fftiq "qq Tfft "RnR fftifclq attr qarr ■Rir TO^tt ft fftqTO "5^ TOrq R Ini' ’^fh ti^TO TO F^’Hft 
TO tTO ht TOf; 

(H) M HT TO M ^ ftftf ft TO^ ftt fTO TO rtTO TO TOt 

HTHift HR-ftf^q qqrft fti^ nft Tift i ft aft^nRci: ’^TRjfftfftqq qr TftR TTrqftt ft qft pi A; si fti qrqiTO "H)? "^qfttq rtT fTOqr 

’HTqqr i qr^ift ^iq ftq "TO TOt Tjftft f^rqft ft ’ftr qqiq ft t^h; Tt TO TO ^htht nft i 

(H) ftr^MT TO wTO TO cTTT ftftt TO Trroft ft TOt TOfTO TOt TOTOrh: TOTO: TOr TO TOTO nm TOTOf ft TOt TO TOTO \ TOft 
srfTO HHiH TO HHRWT HTTR Rift f TO ft TOTOt ft HR ft fftqfti'^ TOft Tot hTOf Tor TOi ■% hTO Tort 

(f?) 'qqqH "qroRT fTORTj qRT^ ftt^ Tot tTO^^tt tTOr qq "qT’ rhtTO ft fTOr "fftiftt 3T^'^q^HH TTroft "qq "qq! “TOqT I 


2.5 IftfTOW Tot tthTO TO, qTOrTOq hrTO ftr tTOm, arjfTO TO ftr tTO TOTO tftfTO ftrqqr TO wferft ft ^ TOft, TO hf^ht 
TO f ft fftR-fftR TO ttTOI I 
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% I^PFT ^ 3?It ^ ^25r^?fr % ^«r ^PTC<T; Mftclcf-^ ^ ^ ^ ^5W 

I 3?^^fff>?T (WT) ■qftsr^^T ^ f^ a:ftT ir^ ^ ■^nt^ i ^ ^ ^ 'nf niP^'^f ^ Ttn 

^ ^ mnldO ^ ^npor^ft i ^ 7|^ i ■q^ ^ srf^ 

% T^ ^ % 1^ ^zT^Tf^M Tnm^ #T ^ 3ftt/^ ^?55r %nMt w# ^ ^^rrqTft i 

2.7 ^5it 3fk % '^'iJcin 4^*61-11 % 1^ ‘^IT ^ 15^41 ^'1 l ^ 

2.8 ^ a^k ^ ^ 3T^ ’5^7^^ 1^37^ clf^ 3lk ’qp?? «IFRff % ^ Tlff^ I ^ 

"'TW *^f a'qr^cki oi| Wfq fkft i 

2.9kr^OT^, 

2.10 -q^ ^ -^m WprN ^ ^ ^ 3lk ^ ^'^w^v^i\ vf^ -q? 'q;37T ftfm ^ #ft i 

3> ymr^ mi r^m ) 

3.1 ^TF^rg^T *3?^ f^pRW % %t? W 3r=q ^ f^kkr ^wff ^ fk^^r #ft i W 't^ 

3?^J^ fc^4igf)ftc! acf^ff ^ ^ n 3lk % 37^^ ^ 3fk ’f^TF^ 

1^ 1 i^3Tt f’s^ Wf^ ^ ain^ 1 ^ ^ ^ ^ ^ ^ iJM ^R% % 3qjjcfd ^ wPif i 

% t^'qr^ ^r5f>^ici7«6 ^ ^ ^TfT^ 2 a?k wit 3 ftfrqr'q^n ^ 

3.2 # 3Fjf?Tcf ^ ^ 'k f, ^ ^ ^ ^ tth^ #ft I ^ "Ta ^ m w Wf ^ 

3.3 vm ^ ^ 'm^ % 3T«fN ^ ^smkft ^ ^ ^ % 3 t?IN ^ 'amkft i ^ 

"^qr^ mftf^ % WT 'gi^F ^ ^ % w^ 

3.4 % f^q. 1^4 «f>lf<n«»» ft'^shlHa ■^SfTFTT %, tt ^ tjtj ^kTIT I ^ "fi%qn( Tji^ 

^ "qr #>iW«t)1’ % ^ ^ 30 ^ aiqfliT % afrfq^TRT ^ ^srrtkft i 

3.51¥5rW a^k'^jwprtqrtt i 

3.6 ^ ^ ’TOOTt 3fk "qr# ^ q qSt 3|tT 37iqi^qqi ^ ' ^[l|ii< 'qr^ ’qqj^ % 

wfri 

3.7 toft If 3lk M TJ % ^' % %7; ^ qp:q#T ^ 37^ ^ UqiF ^ 3fk ^?Tgf^ %?eff % ^ % 

^ Tjfir 20 ^ HRqcf-i ^ I toft qr tr i^Pm ^ 37qrf % ^ iT^rrr ^ ^ irf^ 0.3 ^0 + 20^) (^ 3imf 

% %(7:) 3^k T# 0.45+20% ('q^^ 

3.8 f^lfk^ opq^Roftq TTprqt % ‘SfTO "t "^Fq 15 »fl^ci (0.06 ^ 1.5 tfto ' 37 ^ "ft^) ^fft) •g[qjq qft fV^=q?TF 

^^irqt #7 'wrqPT «Rt % ■^’TgqTT ^ I 

3.9 aPffif*T ■qft^#T '^vS^t *t <s4fl ^ qt “Sfig 'ST^foa ^ % %TT fsfpTf^ % I qftqcH ^ fk^q?n ** ^%^' ** ^ 

3.10 'SR kp ‘3?7T^ ^ f^PiRJtii 3Tt^ q 37^jf^ 't ^iHMfi 37k 317^ 27 "toto "t 37^7^7 "q^* ’^Wt 3fk 

377?f^ 55 ’srRrro 1^ I 







'TRTf ^ TTsm ; 
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1 

% WrRf^ % ^ ^ 

M ttfsJnTT ^ ^tTH 

(^) (^) 

Pi^Rrinfl^ ^ "^TTTOT 'Srf^iR?' mRi 4)«i<. ^TJ^TRT ^ 


O.S«l 

5H 

0.5 

sn 



3,520 

29 

3,500 

29 

OTW 

35,200 

293 

3,52,000 

2,930 

I(^) 

3,52,000 

2,930 

3,52,0000 

29300 

t(^) 

35.20,000 

29,300 


Plfifiird ^ ftpTj; 




TTO:t C^) 

pptC^) 


(^) ^ ^ ^ ^ ^ ^Tto?N ^ ^ % 3TT^FR, sttr W^ ^ 

^ #ftl ^3?, 37T 3ftT ^ % f^ ^ f^VS£|f % ^ ^ 3rwft I % WT" ^ 

3i?ftlWT 3755 ^ ^telT ^TWT ftHfciRiin ^ ’S fW 

M 3T ^ 100 ^ 3.5 ^ 3?1^ 3t 1 5; ^ 7T^ #ft; 

^ 3?T ^ 1000 ■P?? 4.5 ^ 311^ 3^^^|?f 6; 

^ ^ T!rf 10,000 PT P3? 5.S "m 3TT^ 1^^ 3it ^ 7; 

t ^ 100,000 ^P5 6.5PT3infT^^aRt^8% ?T^ iM I 

C^) ^ 3T^Bi(T 3^\T 4 )hI Pft oil^ qicfl M^fci I 

(^) ftj^FT ^ ^ ^'fitiPI3Tf ^ PW 2 ^ WT^ 3 1^ PP f I 

t1K«fl 2 

3itjRt 'i> 

Wr 3iTjf^ % ftrp ^^if?Fn3jf ^ ttot 

37t^PT7T PiMRimI 3ftT MTW 

131 ^fl ^ 3T^8^T ^^ihI % RrnJ, “tvyj 

IT ^3^ ^ 3'HK ^T’II ^ ui^ 'nni 1^ 

^ ^ ^ 7(9<«ira 
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3 

^ ^ ^tfiRTT3^f % 

^ ^ 'TO ^STPTT TTRTF^; f I 

75 ^7TT[ ^ ’rflfHn mvOhI' ^ ^ lINrft 'ft ^gtto ^ i <3^ql' ^ 'W ^ wtrtt: Tsni^ ftr f i 

T 3TOrft Tft ^ Tft '^'^\(i 

4 , *iFft<i'n 

4.1 % 3.1 ^ 3.10 ftf ^TMt ^ ^*imT % TOFT ^r4FFI ftTRTT 'SluJ^Tl f^TO^T 

^fTlfiPT^ 3TRRT^ TT ^ ^nnpft I Tnf^ ■RT^^ 3TT^f^ #ft : 

(^) ^ ^ fWWT HMV'ft—WMI^ 

(75) ftn ftFFer ai'^^sdi ^ Tft^)— 

(T) "5^ tsHufl 

(tf) (;i«i ‘PWTPT—wfci ftn 

(’^ -mm aftr 3 ir^—tiMm 

(^) 3Tjftl?! ^ ftf ■ftZT ■^’ ^JTT ■jtftqf OT ■Rpftzft/TTT ^ ^ ftf ^ ^TT^jf^ TT I 

fe c Liu i— HHVft ^ ’3R7t^ 3iT^f^ Riroif ftf ^ 'ir % MptqRftr ft^ \ 

4.2 M^RT ftf g^iqiuf)^ HHl^ ft T?Rf?TO #TT sftl ■gafR ilhpftR Rf<«llRf ^ ^TTIRTTI ’‘TRRTT ftf” FTO ^ iJ)W 

Mr RHfeft ^ ftroftTI Rft TftRTtt ^ ^ R< #— 


■RtM 4 

TlftFTqr ftf M ^ W ^ 


M 

RT^RTJR 

7ftRR)^/ipT3 

(.90 f^Toffto ts^TO) 

^ot^oTJo R^ 

(.55 ftoTfto 737R?) 
■^ftoR^o^o/ RT 

(Tft^ 

■^ftoRRToTJp/Rft^ 


<1 

<1 

<1 

<1 

75 

10 

S 

5 

3 

R 

100 

50 

25 

— 

R 

200 

100 

SO 

— 


fiujiji 

(RT) 3ftR?T ipR 11 

(75) Wt 75, R R M ftr tZ^ ifRT ^ RfR ^ ^ f^ "^5^ ^ ^ ftRTZ 

cTRT 7^^ 773rt W Rl^FRft I 

4.3 Rf^ ^ Mr Rpftsft % RftRTRf Rf R%R fR^ 1ftM ^ftRT ^ ift R^ t Rt RTORT TOjf^ Rft 
I -qpT^F ’STRIRR UftFRT^ft ft[ g^7RT?q5^ RTlft 'ft RflRftlfl I ftpRft ^ Rft T^o.i^toT^o^o MfftRft TRlftlR % 

RTR^ITRRRR 3TRR RRft ^ ^ M Rpffeft 'JR: Rft I 



[smil—•i5ng3(i)] 
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5. W 


5.1 w ^ ^Ft 4 ^ «bTW«h1’ ^ % 1^ ^TJftjrT 3TT?^ f I Wtt 41lTF|l?0^ 

^ ^ ^?fn^ I 

5.2 ^ Virsn 3^1 ^ ^ ^ ^ I ^ ^ <JR^*I ^ ’pf)^ 'Jfl^^ii I ^ ^ ^l^«R ^ flrfiWT tiiHwl 

f^TiF# ^ M I 

5.3 ^ 3^^! wfrr^ 'yfjF^i 3flT ^ ^ % 3T3'j>M ifWt 3^k ^ ’3?qp^ ^ tw ^ ‘^fT 

tl^ I '-iIm "^If 311 t fjT^y I ^ di^ 37t^ 3t2fT ^ I "®R^ ^ Rd^I^'I % 

3T^ (t^fhm) ^ ^ ^ -rnff 3ffT ^ 3T^ ^ ?TT^ BW 53TT ^ I '^Tf^ ^ -^f irtf, 

3ftT ^ ’®r^ ■^TT^ I 37c^ ^ 311 t I ^ ^ ^•W 

^RWM f^TO ^ ^ 6WA\^\ *=T!(f f^ v*Iiy,Ml I 

5.4 3Tr^ ^l4 % ^trB ^Cf -ST'jffB 3flT '?T^ trfsh^lC!, ’^TT^ 'f 3;^^ dC^Tql % fBT?; 'Sft P^gnPB ft>T^ ^SfT^ % 

3?T?lftB f, xr4^' ^ 41<m ^ttr ■^TV^-'HT^ ft^s^rna 3?lR ift ^ I "^Nt ’^1' 3iq^ 

vc^ ^ ^ 3fp: ^7^ 

5.5 3RT ^ ^ ^ftr yw ^1*4 I W W^ cT4 'fijRT^ n*^ BTlf 

5.6 ^ ■'HIHiA ^ flPit sttl ^ TrfnftB ^m.R I 

5.7 '6/1^ V] 3;ftT ^TTR ^ ST^JRb % 3T^ IT^ftB I dH'JW TTR) 

^STKIBTI 

^ ^7=^ tTT^ 15^ "f" i^-c^idoh % fdl3[ 3ffBT7 TTfr^^ 37BTR B^d«*T ^^TFTT vJiiQT^l I ’pTttOT BrK^Fft 

15[RT ftfv^ ^icnii i 

6. 1*Rf5?TT 

6 . 1 fWstirfR y^’^<ui "^Ft ^^■«fjRli % RifejA 'STfiFRTt ifWt I ^TjfrB ^ '*FT^ ‘^4^1 3Rt^ % 

fd7 ^ I 

6.2 WVR ^ ^4RT '^jTRR M^hIaI ^ ftTFTfWf % 37^^ 'JIH<*II I 

t^TTO^ 3Tf^^37y ^ ^ BWtn ^ 3#T^ TBIT ^5TTT^ | 

6.3 3TR^(5 ^3TR TTT^ Tfl"^ RT 3Tr^ ’R (rJM ^70° ^ BBT ^T^Tf^B ^ TWT^JBTTft % TT^^FTW 

Bwtn I »T7tr w ^ ^rT#T ^9HB OT 371 ^ ^ ^ "tt^" wlt^icfn 

3TTT?7TT I 

6.4 T5T ^ ^ f?rfT^ TWtojR^ rT^^TT^ % f^TTf 3|<7^')pd ^ vitni^d ^Jd^^Cd ^TT dM^fl*! t^FP^T 'JlfBl 1^ ®lt|[ 

BTB^ 4T°6 F^fiWd ^ pTPrf^B f^41 ^5TTTp7T 3^ 3T^^fB?T ^ ^iR^ 3H^°K1 Rl^riptiRfd ^TT^TT^t R^d'^'i ^*^4 ^F^BT ^ R6^l 

‘^mjjw 

6^5 O'Rl^n vVfl^l'JJHI^rft dOTf % TJ^W ^4Rl T*TrB STT^TlftcT B^T^W ^ dTi^FI I ^ 

■q^rfr^ T^TO dFTtr ^stTT^ afR ^TBF^ TT^ ^^TTT^ I 

6.6 ^jfcR ^<5fl Rilf^d ^Hici^^fi % % Rl^ '-6i4cirfepi$'S R^4] 37^ '5T^l4i R^'FiR'in ^ 

^Idl % I IJTTRTB % %u tTTB^ TBTdB "^Wt I ^RRltb B^T^RT % '^TT^ 3 h 4)*I ^ wlcT^ftci 'JlTI^^ll 3% 5^^ T^HB ^ 

Tfd ’A^t ^51^14) tT TR)Tf ^TTTTTrt I 

6.7 f^TT^FTpR TITTT^TT^Jr T^P?^JT3ft ^ '^Rtd4l ^RT "^T ^-^TRT W'Ji 6 k 1 ^ BTt^ I 

6.8 ^ ^ r^R-fn 3TfVR T^(^i4Fi R^T^) ^iQTh 3 ;^^ BTT^ 37f4<rl<9 ^TTT^ I 
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7* 3yWT 

7.1 % ^PrFtTT f^T^t^TTT^, 

TO, TR^ WJT TT^, TO57 'OT ’Rt(?T ^R% 3^k ^rfta^TJT 

"R#!, f^3it 'PRTI^ ^ TO ^ 113ft7 Tjit?RT 13,^1 TTO««^ ’^FTT^ ^smt^ ^ 

fiiRTW^TO % 'SFFn: ^ vifriefft TOT fMr i 

7.2 ^jPT^ ^ ^ f^r=r^’ 1 ftRT5FTO IjIlTrqT 31'Tr^FTO^ ^TRTaT ^ 

TRtr ^ f=Tp5FTO qi|ftriq> 37%7 T^^tt ^ *p; ^ rT^ ^ «^4<ri^rMn 

■psrf^F^ 'ftRt?FTO fqpn^ ’^it 'gn "^7 37Ttnft^ ycr\«(V'fiq 1 WET, °fRT 

q^F "STR vSliRid 1 M^ow ^5i-iH 3^ TT^TTlf^Tq; ^TTtt^ i 

7.3 'OT "RVM ^ 3fTnT=*T "^f TO ^ TO^ft aftr 'gTjMf ^ ^fFcTTr^it ■^TFITft t^PI% 3Tt^ Tf^ 

11 4tffeq i 1^ ^ ftTR TO^ TOTOT yfihqiit af^T tot^ aft7 i OTtn 

'SrfifRITq (ch^hI ^ til? % <irHi^T Rii< f^c^lTici, I 

7.4 TOf ^ a^iqt aftr W=Fif^n^ TOf ^ ^ ^ t, ^ WEft 316 ^- 1 ^^ "qr ^ 

3fk^35 ^ afri aTT^q^ftrq’^’ifEq^Mt 1 

7.5 "SF^ 3M ‘ ^< qft, aqifVi wqq anfm qrt ^ q^t wro a^k qqif^ anvqiRq q^rWqrf qft toto ^ ^ 

qft TOTft i 'OT aftr ftRT?FTOf qft TRf ■yfifrqrarf ^ q?t ’a^qn aqqlq ^ (trTad qn^sFR % arjFR 

BgPw ^ ^ TOTFI 

7.6 y^®^ Tq^qR % RriM^ atTirqH, afK % fcT^, hi-t^ ’^rqr^q qf^iqTq ar^wq bYB i "aq^qR a^tr ar^ 

TOT^F ^jPwqT farter % ar^FTT aqgqfl aRRT^ qr at^nter qrt ^ttt^i afk ^ ^ ^ ^ sq^r TOq qqf^ 

attr f^qr 'TOTTt i 

9. aftr^TWT ywiirfl 

8.1 ^ TO ’'FT "sfr soo ’^ftoTOo'^^/f ^‘^^0 ^ anftrqr % ■JWtq ftPr^^r qrt qr^rr irt afp ^ lOo Pr# q^fTT ’cqfeqr 

^aft^t-U^^Rl^qr q^M, TORPTOTT, ^7FTOtq?TO, aW:aFT ^ ^^J^TrPTO TJ^^^qT^^q aT^qftfiTftl ^ ■aq^fttn qRm 
l^<iK % ’Prq <3 yqt' i f^rqr ’^nqqr i 

8.2 a r ^aPT^^o q ot l^qrr Ppqr to ^ to ioo '^ftoTOo'^® 'srf^ PTo 7 ?[to arqftRF % *?jw q?T qrtqr afR loo 

’Pio'^o TJJ5 TRFj^rqr '41 qft aTjTp^iPr viHqfitln 4)1^11 aftr TT^TrqPrqT qqrftr^I "ferq arrf ^ fqpr^^if qil 4t ’'jq i 
qftcRpT ’!Rei afrt aurf^ aroi^ to 'toPt % tot ^ TO qq ayqlq Pro toth i aqrof, TORqf aftr 

■q#T%'g5iT^’3q^'RTTO^T?T%qT;r^'TO’^q7TO,'^TO^ qtqr itt i ^ to ^ TiPr ^ tqrt qr % ^q?f 
■^r m^tett Pf^t to^t I 

8.3 g«4qi^H % "ftiq 'TO (1^ qroq, "OTF an^ qr^r to t) to "qr to l^qrr Pf^t tottt arrR^ 

^ P^fpT^Trif qrtqro ^ 1 iooPto^o io^o’q:q7o''lp sfiPto % ’qw iWPr PqFT^^fi qrt t?t ^rRqr 

3TT]{j T-^wq % "pTR "ar^ % Pm, aq^o qt© P^Pt^'f 'qit 4t qpTTT afp 0.25 ^o'?jo/Pio^o anP^q^ % apT; Prqqj ^ 

^ tfpTT I P^ p 3 lg Rit ^ *iPF Pwqq ■5^’q;qT aq^ P' to^t tottt i aTRiHf alp r#t % 'giif qp atPrq totiJ aqif "qp 

'Jifipfi I amPiH ^ aqqPi % Prq fETT^^pn^ f^^rqq aq^o ‘^qrT fqiq i 

8.4 i ^^ 'P \ 'qp^ ^rof ^ PtPtfPt ^ Pm f^qvR %g to aqror "P to “qr hot "qr ^ “P fro 

TOm TO to 70 fterft TO TO 1 1 "^PlTO TO?T TO TOjq^ TO ftPTO^ qq TOTEt qR^ ^ ^ 

iT^qri 

8.5 aq^ ^5T^ ^ TO % PrrfPq^ tot^ <^tTOq tot% ■qpq ’^iff t, ^ to % Pm aq^ ^ f^Pr^vff "qP ''jtt 1 
aTRrftq^T ijPt 100 pTo#o 10 ■^fto’q;qToTj^o p aqrpRF % "^NPr W^j^i afp 100 Pr©#© P ■fjeEPto ’q^s^Prqpq aftr t(i<l^qiRqT 

^FjI aT^qpqPr ^ arT^q cl ^111 



[MPTii—-qr^Bg)] 
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8.6 ^ a^ftr airgn ^ iifr ingiw arwir % % «iw^«w otjtw if v'lwftw fiB^n ■^rn^ni 

3fU 0.22 ^ Pb«ff ^!|fi!7T ■awlTW TifitVR'Jt % |iW I P+iWff ^ SfjRmf tjt ?nT ^ ftnn 

^ ^ 3)^ am^ -m uft ftnTTni ^ ^ 3i6 nft #fr altr 5^ it vif p wiff iMi 

8.7 ftifiFT ■3OT irmftraf arsmfn »tiR«i tm, ftnr^ wur^f, aflr araj f, ^ wtoai % fti'? ^ifiinn afl? 

>i>i4!h*i ft»Tf I % 3TP1'^ ^ Ifft^ I 

8.8 ftff^ 'swiiT % ■3m % f^Tt^ ftiftn i|W 'WtiJ Hi"fliR'i ^rr#m ^ i HRqm 3 f»j^ M aft? ^ aiji^f^ ^ 

I ftrftTT '^ft^traff ^ ftmm ^ if ft>*it im^ni aifk ^rtww? aprtan^ ^ 3in^»ft i 

8.9 '3?^, ■BT«if*T3r aiNHf affr arai air^ ^ f^njfurj affr ^ ^ ifrrff i ^ 

■afii TOO fi?o^^fo ^ 10 #oi^TFo-^o ^ apiftW) % ijw ^Whi 3it ^jr i «nw 3m an^ if) ftp<<fv i ^ 

^ 3iM aih 0.2S ^oTj^o/fiioTfto ^ ar^f^i^r % afw: f*T«ng ^ ^ iWf i ^rwi ■Jiff aprfM afft ^TPftzftn % 1^ ^ipfsm 

ifrmi 

9. ftiftq f m uft RUI 

9. ■! ftaffmg 33 f¥^r*7f3r %3m ^ftMiPnr ^aif %■ aT«ft3 (Saff ^ Tft I 

9.2 <!it3? 37B^ W*nff 3it VR % 3iTftW 3!3 ^ Rpffeff 3it im^rff Tffit ftelffto 100 ^ 313fij3i 3!t ^ iff 

.■ftimftTfT iff 3tmf 11 

9.3 cTik 3R^ % fint 3TRR affT ^ 3ffWR3T wpRft % gRi ftgjhM'Ji ism %■ ^ 3RT Afu 3nij;ni 1 

■3P111 % fi?T^ arftHRP? 373 ^ froffti fiiii 333711 lit tfhitjfit arfM^ if iPifa vir % iff^ affr miff trrri if f^THi if 
ftm 3TnRn 1 * 

9.4 ftaffins' 37313 %'if aTiiifrff iff *f7sm^^Wftji^ 0,2 ^'amifliiftppzifif ^ n+iw<■P?)iiimRirifif^prcififf 
arefsiT %■ iffwi 1 im fWlnf iff injfim «Mf ^ MfiR nfT ^ iim in^n 1 

9.5 ^ p aiMif iff it Tj^ iTitm flntsFPn fttiT iimnr 1 flwtiifim amrif iff, ifij 3 iiiT Ti^fm ftvffti ttri % »ff7R iiff 
tejT HI t, angi IT f«i>? 3 T ftnf n? ^ im if Hifrf iff im^iff affr 3^ ■31: f^g<hfi(n ftm 1 

9.6 fflR 37311 ^ ■JIT^ ^ iff 'linff "NtR wfihu if 33 IfTHT 1 i^ff 1 ?IT if, lift fllRff if3 ifl 1^11 if arflfl) TffiFU if 33 
urn t, ■smtu W3 HT f^nfiR^'iTTT % ■ftri ^iir lifam. mw atfr in in f^RtiRmr % lifam % iftunH imiuft ft mif, ■h 
^ 301 afugii I 

9.7 H irJST 37311 iff 33 an 7^ ft, 33 333 ftitl 3llMI-ff HI IRflR f^BlT IHRII ftl3^ 3I31T % 331 RlfflFTlT TTH aflTl % 
^t33 3lfl31 *tfl 37J^T7T 3 ui I 

10. i>pf-ftm-#?r tftiitn i if f 31 iWr-ft tm Tft w fi t tf rf> w{ f 

10.1 iii^-'PTm Tffii iHiiif f^iifiTTH 1 ^ Tiiif^ "rtM f ftmif 1 ^ frtTR ?ffjF3i % ■RiiH ^ ariipif lit 33fmiteii ipff ^ iiRji 
HiTiT t aftr 313=t 33 afh ^ftw fipii ifiTti 1 1 ijff-'Prm iffn ?i>i? 3 i ^ iiffif # ftnif aupff iff 3 t^ -anTU 1 ^, aiPRilT TffiBiraif 513 

if gwiH mu 11 

ftmr; (x) ■*! HR it HR Il f 1 31 ii 3<nPm iff imtiff i 
(M)it3Riiff if 314, 2 3T ^Ht) l R ^llff7ft3TaTfHT3m3HMl 

10.2 atftl ■f^RfHRR ^ f5Tl 37311 % RlPl3f«l ip ftTR '51^ RiRf-'Pim iff^, mf-'Pim iffH Rlffnf HR ^ HR ^ R % Ml f uui if 

wif*w iff mtpff aftr ■r#? 'ffir 331 its Itiff h iff aiiwiaff iff nin 1 


37g6 GI/2001—4 
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103 

10.3.1 im ^ ^ ^ ^ ^ r Wrqr ^sm^TTt i ^ 

^HWRT snTRT^ TSHTI t ^ Wfip^l ^ ^ ^ ^JTTTrtt 1 ^ ^ TT^ft 

103.2 3ifiTR f^+^*H'JI ^ ftTt7. ^Tnv^ef. ^ Wt ^ ^% ITT*? ^% tpiTfqTtJT 3T>fET 1^ "^m^TTr I 

10.4 I^FFFTf f^TT^ ^RT ftR^Ffer t, Mt R % ^ 3 TF 32 tT ^ fW^T ^THT t 

"rft 'HIH'il 3flT '3 c'1K1’ ^ ^ ^ ^ t^RTT '^TTtRTT I 

103 P4^<Si).VH 

( 0 3Tt^ % f^RRFT RTt OTjfcT vrnJT^ftlR 0.22 T=!l ^ Rmp^OTTTR ^ ftWT^ 

Rr^T % FfT>.^ Rr?T ^TTRm ^ M 3rqFff % fm^ 0.45 ^ wJRT 

RtiHi 'Jim^^ii I 

(ii) ^ 3 Rr 0.22 t^R?RRT M ^ ^ 41*1 ’=PT^ ^ fW 

1 3lftPtiflH HH4 ^Vll "PTO^ ^(1*1 ^ l4) 

^ Tt^ % ^ ^ fW ■3TT R%RT 1 ifr Rnn ^ ^ ^ ^ 11 

(in) ftirofel pRR R7t 3TO^ ^ ■^R^RT #r W^ ft'RiURi RRfr RT ^ ^ 3Hq<W 

TT^Ft '^R?T W7T "feRT 'Jim,*II ^ 'J^l^'fl I 

10.6 firo^FnRTT (3irstRtftR) 

10.6.1 ^ fafipbHm Tri^ ~ 4M^jeWfl l 3fR ISf^RmfW fM ^ ^ IJTO % 'HR ^ %7 

HPlt ’^* Rlfe^ ■pRRFfR^ Mi'^ w4 ^TRT?TT HIM '5RT ‘^i^T 'dfl ^'TP^^4tH ^Mcf^i'^tTl ^IR 3T^f?td feRT 

'Jily,*!! I 

10.6.2 TT^ ferpOTTT 3rt^3Tt ^ wfY!\ ^ ^ ftffWRT fMiT 117f^3Tf ^ W^RPFTl ^ PTH^d 3Rmf ^ Rr^TTfTd fell 

^sTPiTTT fciT 1^ I ^ 4t hi trr ^ptBrnr tptt i?r ot ^rfvr^ 

1 

10.6.3 ^ TtH^ % fW; HiT fq-tJstiHMi ’^PTTI 

10.6.4 3TfdR Rit]?^H‘J| ^4 3rRPTt HTt HilfHd) HR HT^fe^t ’3Tn?H^ ^flT Hi^< ^ % PdR RtHTJif % h)<1< 

PiMEifi nsn "^nPTTT I 

10.6.5 % jqH tH HTt Hft Rpfldll ^ ^PdUdd HHT ^STTHTH I ^ f^ffHHftT?mT3Tf % ^ 

315^7R 'rerftd ^STTTRTT 3^R RW RHHtH ^SHT^HT I ^ ^d^KIcHdi f^Rm OT ^ W^ft I Hfe ^HtH dM^VldTl' HH 

?h 41*1 I^RIT ’^TTdT % cfr % %tr RTHHlpTHT HTdt 'WPp I 

10.6.6 tro^rfHd 3^tT 3RT?Ff^ 3RTT^‘ "^T '4 h HR^ % frpT. W? RT^RT ^ I "TrHFTf HT RT 3pq 

HT|fH7 HT Trmft % HR? R^, ^ fHR^RRT % t?R RR^TT; TURRIT “WH I ^ f\, HRH % Wt 

iRf TPTRT 1^RTT ’^STPRTT ^ ^ (HT "JR ^) Ul^4l "fftHR ft'dilMI RHI % 1 

10.6.7 tro^RRiT Rf^ % frPT fq^^sFRH 3TfH^ TTW^ ^ 3ltT 3T?rtfT ^ 3^7 f^RHRRT RhM % Ft 

I ^dd^t Pi^I’h! yfs^HT ^ HRT WT 4f <<ai 'Ji m*111 

10.7 (TJ^ RPT 

10.7.1 HN HHPJT WT/ d I MHH ^ ^ HT^ HT 3T^rftF1 HPRiifFl 3fPf MfJyi^dl % JM-’^dd dq^HR OT 

^mRH I fRRRT HRd 3flT7m cJR^ % TR^d dlWT rHt RH P^-^’TIr W^RTFHRRH % ^^RH RTT ^dTRfr 3flT 

RIFT ZWl f\, 'ZTp fTJ'Ttd R 3THfwRT ^ Tc^ dlRRTH RTTH % RTTd RTt RfTRrjt I Tdd RfHl^ TTR7 HTH FTHT I 3TfHRT tttrt 

R 3TTRTTR Hit RTTl 3TT^TTd 'SIRR RTPRlt 1 
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107.2 3|tT TFT ^^ ^’WPT #II I 

lp.7.3 »TR %■ |>I'H>H'>I ^ 'WR aiTW ^ ^ ffN ^ 31^%T 1TIWTITO? ^ %T3; WT 1^ ^5m:^ I 

ufst'^i^'1 VR ^ yRiR ^ (^ 4 , IVi^i 'Jilu^ii I 

10 . 7.4 rim fSTOJRR tmm ft*# % #i qrrt % ^rm ftw## vr # ##1 -Hiqti i Piq t 

wft qmtRf Iqirq^ qr ftw qiy ftmiT qimTir ^ ^ Rf# #*11 ^iim # fftimgqrT 

mivm qit wfRT % ftm I qf^p^i qfrmrmi % mm qig ftmmr q!t ^qqmiT qft qn#t I 

10.7.5 mq ^ra ftR^rnmi % fmq RfiimT % amr# % q# 13717 afR % ftmffqpj ^ % #71 ■# tR# % ftiR 

mfeq ^qm qq q^jwii tft I -1 qr^ srmfq afR 1 #to qft tjw uftq qfrwnqi Rnqjrf % ^jq isTqFq # qnqift 1 q# ■^pqi qm SRi 

fRRqrqiii qit qf i#rqT qq 3wq qmil^n # Trm% qq t qm ami: qq aqqRi qn:^ 1 ^, q^fstiiTf qit WvqpiqRni qff 

qf^ % qm % "wR arifw liRfl' 1 

10.8 ft(7i*qui (3#’qm 8171) 

10.8.1 qfeqr qft qif#ft qiT^ ip ftiR qiqqm afR qqm #if qq qqRr fqmi uniijn 1 fqqariT ■Riimq afR 3ift#?5ftqqin "qj^ qiRRft 
qiwrq R wmi-Td: anqq ifRir 1 qifi fq qqqRjiqt % ftm Rqqiftiq Mimr aiR qiRrRt q ' 4 i rn4f qq aiRRi ■ftiqT qirar f qm ^qqq qp 
7#ftqq qrr^ % ftm ft#H1-4417'4 f#! qmRn ftp qrjqi Tjftfiqi qft arftanaft qft iri qq fftm 1 1 3mni?ft ftR iH i ;fth<q qft qftRqf qft mm# 
^ TfTrmr ftmqr qrrmn alR tripw ^ qqqft ftisrvnpf qft qnrjTft | Tqqrq uptoh qqpTfqi % maq qft fqftqiHu i qft ainfti # #oq mift 
mfmRiqr eir ftfqfftqi' qm R q# qft qnqift i ftrRarqqft ip ftm; ftmft’ ftr qm R qi# t, ifft fqRa,ti» i qiqfti # # 7 h ^ 
fwfft qr tiiHHH qR^ir® ftFmT uirm mmqqi Tftm i um # fftqm fRifft rni^fqqr qq qm pt qq qft qR-qn ftmrq qft qftwi qft qm# i 

10.8.2 Rftq# OTtimf ft pm# ft fmq qftf qft iftqqft rqftjtifftd fqmi q[iqi t, ft# iimift ft' iqftm qinsRi ftraft prt afR rto ip - 37 # 
qft ftqq qp 71 %, ’ftqg # Iftftqmm % 'ivqir^ rp: ReRR qft ftqi t# i rh ftr tt# itft arftfwr im # fftm aiftf# qmqm 37 piiftaiiiq i 

aftqqrftqft % ftr# ft Tftft I 

10.8.3 q#RTqrft' aftftqr qq qq qqr Tim fqqqmi qqrm q# fftmi qiKRn qw qqi ftp qft RTift 3713# irqj # #7 Tftm q# qrr # # 

Tfti 


10.B.4 qp #ftfifqq qqft # Rm. Tpqqiftt qTift qm# fe RRiqmm % tiqR 3 ijqq qim qq^qq qqifmft qft t ajR pTift w ttr % ft# 
q# f fmqft qmm m qq^qn: 7#!# #n ftr 1 

10.9 Tftjqf/fftqffqn^qmTftl' #t aifftTTT-TAqqr 

10.9.1 fft# ftq % fftfqqfm ft Tiftt Tifftrqiaft #7 qteqraff qq ii^p fftfqftfte r^!jqqTT 7m pRp alR % 37373 #ft ft 377# 

fftTRiq ftl ft-iu 37fftT3 Iqqq# qqi % #3 '^^qqq fftf33R7^ 7733 RP 34414 #47 UPIRTTI 

10 9.2 '3131# qq qmpq ?m ft ftw qftqft ft ftq ftpiiT qmmi I TTftqiq arqfR qqq 31 qqifteqi # Tftjeqft eri ftp f# RR aqtnqf qq 
qiq Rfftmq 'qTmrpqi qft mm fq^qr qnumi 1 sTimmdT ftr Riq 3713 # % q^qT qft 77#ftcT 3f5pqT % st^ttr mim qft qnRftt 1 

10,9.3 i#}3 ip mfttq ttRt fftm, im, 3p*-iiqr qq -qftftm ftqR3 qft qmiaft fti # 1 . qftmrn fftmi miRnr 1 

10.9.4. 37 tftq 7 qmrftf V '<R ^ aqqiftf qft RiPft TT^qm rt 37m qftftftf ft: 1 # *qfRqp pm ft fqftmm fftm pirri i mm fqftmm <;ii43 i d 
pm ft #31 qpR mm qq qqqm jtr qmqft Tjqj'Rfq qft aq^ a# fqftfftq Rmiaft' % aiRRi #31 miRqi 1 fftftmm qmft mrft qq i mft qft mfft 
mp q^Hi qpqqq fftftmm q# ftr ftt tftqfqq pm ft qqqft ftq qft e# # mtq qft mru# afR fqftmm qft ft 'RR-qi 7 fftarm fftmi a ii Rq i 1 
mPT fftftmm fti aim dflft aiqqiR mift ft mm qm 3#7 p qft fqfqmrq #37 miR'ii afR 33733; % qqftqrTm qft qq^qd arPiTiPif 37 rnfm qft 
miR# (qfftmftf qft ftTqmRT #m rniRPT I 

11. EPTiE aimiq aftr ftmTUT 

11.1 qqftRi % #R "flimfiRT 77# 3713H afR TirnTm aftqqqftq aiR aim RrfftR# aTftmraTf # ar^pm P# I tip i^rdR i qd q# ftr #r 
nq'jqq m# # 37133, fqfftftftf, qftmm 33##, iqqq^ qft qlftpqiaft a# tRTTqnTm fiPRiaft qq ^33# #31 miRRi # ' 371331 , Tmim alR 
aftqf 3 ftftmi # arm ftqaq, mujqq ft 3# ft 7m mrr 37 mfnmiqqr, 7 ##, aifiiftrft, 373## mi Rreimq q# t 37331 maft fftqiqq ptft tpt 
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^ ^ nrfi^«h ^ THTlRm ft I flRft "Jn Tigw 3TTVB^ 

%7|T';^T^Tn I 

f '■ 

11.2 ^ T«m iNN ■'rfhfTJflf alN*i ^ ^ artwarf % arjvq #ft I 

11.3 ^ WW=jf ^ iJlrf ftfftw TlfipiTT ^ 3?3??7T T3|WW % ;JW ^ 

11.4 anvnt aftr "ST^f ■w ft-fluH ijtnt rro^ smiw^ "^w ^ ■if fins iinl ii1 ^ uit 

^1 

n.s f*»!*n ftFf^ fttftrc '5% Ttt^'anvi^ 9^ ^ f ftr nm ^ ■ 353 ^ ^ f, w 

^ 31*TO stwjfrl 31!ff 3l^ 33^ 3(qi3 3T ^WW 3^ 3TOI alU 313 y ff faj t % 3?TOt % Tf% 3nftT( ftR^ 3?3I3 

Wlfwfl 3T 3313 3 3TO Tt ajk f33Wr ifft % TI3^ ^ 33T 31 I 

11.6 33 3t «bl3 3ft 3tt13if 3il 333t3 ftfi31 313 ^ W*liii % f^Ran '3)f*fSi3 '3lfil3iftra fil)3 33^^ ittr 33311 1%3r 3H^| 

311 3t3^ »J(3lt ^ 3T3IH ^Ulf 3lft 3llft f 33t 333ft, 3*Ilft*lRl SITgiT 313 31 313^313^33 313 ^ ftlfiSH 3fiF31 % aiJUIT 3ifil3 33 
3l 33!nl 3ft 33pft I 

11.7 ait^irit % WlP3^ 333131 aft? 3333WPW 3ft Vt3 %■ 39371^ ^3^33 TOf? ift ^33 3^3i/3(7<i 43i3l<i'5 ftl ai^HR 

3^^W13ft '•iin'fl fjTIT^ 319ft 331*it ift '^ftRI 3ft 313fti I 

11.8 3!t3 3ft 

11.8 3lt3 3ft 3l3Fft 3ft 3H3ft^fl fiS3U3 aftt 31331 % 31^313 TlWti ij T|;3 3t HI?3—I aftr nj, Ij;^ -tft —H jpfg ^ ipft 

3it3 3ft 3t3?3f 33 ift 33313 f3)31 31^3111 3113 3ft 3llwf 33 'gp; ■3t)(il3 3^f 1313131^311 •3 M3 1 3 "ft ’'ji ■^33 "ift 3153—H 3ft 3tlI9ft 3ft 
|3 3ft ftf ftWJTfl 1ft)31 313711 ftn 311 71311; ftl 3ft333iW 3ft 313fft ft 3^ fftf331T 313tft ft ^33 ft afft 71313 ftl 393 m 7lfftS33ft 3>jft ftft ftl 
1lft3ft 3i1 31^9193 3nft ^ f33lft3 33 ft 31=ft7ft 3ft 31T9»ft-| ftl 71f3 HI ftl 3it3 % 31JW3f 3i1 733ftl 331731139133 ftlft 1W 3ltftllT 
fftft3)fftlf 7333 I % Iftm 1^13131'iftfrni I 

11.9 33lfte3t ft» 3miT3— 

11.9.1 3^ 3131 ft aftftwft ^ ftfiftn ftl ft9I7 733ftl fftm 3lft ftlj ^ftfftftflT 33ffe31 ftr 333131 3ft 133lftl1T 39ft3 % 31133 ft 1731 ftl 
ffttTT 5R139 ft 3lM fftl31 3H^»I11 

11.9.2 393 aftrftftt 3331 (^ftiftl) 3ft ftfiF31Tl 333, 10 3ft 319^1 3 ft 3fof?T arftwaff ftl 31373 3)ftf ft 3ft 3nftft I 73 ft3 

ft 3ft9I 1939 3ft 1^19911 % 3IWI3 ft ifW I Vfl393 ft 31^ 1J313 fttril 3l 0.22 1fti979f ft fftWiI 3ft 31lft 1 1 93ft 31*19 3ft 

3ftF373ft 3ft ftf3319 T939 3!ftl 3ilft %3r ft* F71313119311 

11.10 939 3ft iftf— 

11.10.1 3ft1 3131 ft aifftirft ftr fftl9 3^ 939 3ft 31(f 3mft3 ft33 3ft3 % 3191393i93 ft Iftflm fftftlftftf ftl 31373 fftft I 

11.10.2 939^77i1 3T9lft3 aftw 3ft91 %■ 319J^ 3931901 ft fftftit fftftl?9ff % 31^73 Fftft I 
12. 0<^(J i 31 9 U | — 

12.1 fftftfenoj TFtl^* % l3ft3foi ft 91^513 f3ftl3foT 3lf3ftlSl* ft ftl g l ftl lftra fft3901733fftn 3lftft : — 

(1) ^3 ftrftor aftftftu 3ft 313 ftisin 
( 2) ^ 

'(3) ^ ^ 

(4) 

(5) 

(6) farf^TPt^ 3?TTH ^ ^ 3^ 

(7) fqf-tPtwi ^ niOtii 3ftT ^ 
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( 8 ) ftPTMful ^ ^ ^ 

(9) % -m fiiMTTT m ^ ^ Tn^T 

(10) ^v<i«hT ^ Tim 

(11) Tnft 

(12) ^ WT ^ ^ tft HTT^in 

(13) f^<rV^n ^ ’'it V^, 'tt dl'l^'^ 

(14) f^T)^ ^ 3T73r57TT % W 

(15) T!TWT 3ftT aiTlfm % 3lPl?^, ^ 

(16) ^ ^1 j “ <-H % 3Tftl^, ^ ^ 

(17) ftpi i qwH i» Mfi qm 

(18) ^TPOT^'^ >rft-^ri alW^Tiif % WT ^ 

(19) f^rsff^fTJffT 

(20) ’q^tWJT 31PT?^ 

(21) ftr^tsiPn 

(22) 3THt^ f^-f^ 3t?pfn 3lTilV^W^I, ’ftlTT^ TTRtrS, WP^, 31^, flNMH, f 

(23) 3TNB g?1T< % 3rf^1T^ 

(24) 

(25) ^ 3TWt^pT 3TTOT*f( ^ ’^TOTT 

(26) llTpIT, 3T5?m 3JlP^, 3^tT TflP^ "^W "3^ 3hn: 

(27) 3T3^ 'SnP?! ^ TnPiT ^f "PTro frnt 

(28) 

(29) ^ 

( 30) ^1^ ^'It TT^T^rof %" iiH 

(31) TTPft^'-fl % 37fiq^ 

(32) gftn 

(33) 3ll^!^ 3^IT fflHlfl % ’1l^?l't % 3^r^<^f1S 

(34) ftfPTTM3fftT^TftOT%f^^^TT^ WTIT^^ 

ftuiUI : 

(1) 3(tT ^rftw Tja ^ MV^ift ■^rn^nr i 

(2) Pivjffqn^dl, ift^ 3 tlT faN | ghff T ^ Trit^ T^ ^TftTJTW ^ ) 

( 3) *<fl). 3(itT y*it^ ^ 37f^(^(si T15t I 

(4) niHHN, 37T?{m, ^ 3TTf^ USt W % "q^lf^RTnt^ HUldRM % 3rfK1^ ^3mtJt I t^\ RiffehTiy f ^ 

^ 3jtt ^ 3T^WT^ ^ ’3lf'1^T5 77^ I 

(5) tiht% i^^^^ %7i 3ltTTiTTn % aif^nrf ^ "Pi^Wn-^-Titf^ %’gRitmt ■3^w»i ^>tt^ i 

(6) aimpff % Sirorit ^ ■Ri^ ■^‘ 3lt^JrTtf 

(7) '<iilV«T> % aimHf ^ w %r 37%Rf % WmH %’f^ (TrMt vif^) 77#ilf ^ "wiPm 
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MTni-T5r 

ftu4UI : ^ 'qtw 3f[T %3 r^pT^hetilO ^ ^ % MFT 1 ^ ’rrf 

*;j<acnfl "^T^T ^ 3TRjR (3^k ^Hjci) % f^PinWi % f<i^, i%Tf I 

% 3^RTftiM rHHlVlRgfl r^^rnPivi 3T^W3it ^ 5T^HT»JT 'WIJ^, :— 

i*'¥TTwnn‘ 

Ki 7i®F ^iHiil 3ftT vir^<l ^ "affTTr^^ T?t ^hh^^iu ^ ^ f I in ^ ^ % 1^, 'qV^Wt 

^5TO>Tt ^ riJ Il gH , 3T^OT 3l^ ^ ^ ^ ^ 3T^^=MTT 11 ^ VTTf^ r\, T^t^fferf '^jn 

TT^nfri^ ^^rnETT i 

T2 ^iPd^T ^ ^ *3?^ % irt arrow TfiTlfn rrgi nTTO I 

3T^ 3<t7 % TT^W ^ ^^^TTPTTT ^ ^ IT^IlRH^f ^ ^W?feTT ^ W?,-Tt! ^ 

^ ^fTO5T% TT^n ^ ^!TiT% % ftn^ T*Tl1^ "5^17^ 1 

1.3 mg m ^ % fetr ^srrcEft i mg ^ ^ 

w?tn ^ ftrofer ^ ’^rmt 11 ^ wn i b'^Vi ^ ^ wmg ^ ^ ^^rront, 

1.4 rrM'd«Pf ^^'q' 4 \Ti Tj^ WTT wnrwf^r^’rrnrrft ^ ■=?^^i 

^iHi'^i'rt; flHptn «in^< fV-fll I 

T5 inff wrf ^TcfH ■jqM*! ^FTT^ % ^Prm^rt ^ f^rrm wn t ^wraff 

^ fiPM ^ ii i fHd^ ^ irn^ afh: afiR arr^mm t^mrit ^ inwrfy fwt 1^;?^ ■qfiror ^ nPTT rorn 

>3i+°t I 

1.6 ftp^ Tifem m Hfvjio ■^' ftfnfft mfiw 7Hl^^^n aftr^ RiT^Ttrpft anuift i w % 1^ 

ft rfV i ^i RTmmit ^r(?ft "v Hiu^ft 4)9^5 i? 7 n m mg ^ rtfe tt?t mm t ?Tm aW)Pi % teft w ^rmr^ 

^ R%^ % 1^ mr ^ RTgg 

2. wRm^ firwuT mrm af^r i*»"f^NH 

2.1 miT w 1 ^ ^ yfi*i^i % WT RRTf^ ^ ^ miL wnr afhr 3v+m{1‘ "S gi^r Pm^cl^i fe f4m; i 

2.2 ^rmr % ^r^mg ^ ar^rte^ Rimft ^ mrft*# ^ % firR mrfrim ^ mgqt i 

2.3 ftOT, RtPimn afk ^grar^ RTfiEm % rtot afk wipt ^ ^ % mgm rI^iimh ^ rj^ Pqf^Tpf^ 

t^Fm mT? 7 TT, ^ ^ ^ ^ arfHr^rsff ^amc; 1 ^ wpn i 

2.4 % RTW ftn? 'PfpSR ■4pY ttjt, % ■^, RW fw WVpg arni^f ^ -:iH^-ft*| mff f^rqr roTTT I 

mfiPR ^mRt^mr^flm -^rff mt^ W^t, aM4lM ’*7^' fern roRTT i ^ 5731 ^ Tt 

mR^ mg P+)P^r 1 mg aftR 1 wtrt % mro ■grar^ m^ w mg ‘PrmPT^ rwt gp rw ’3?tR 

Rm^ % Rtgw ^% 1^ mgn ^RRng 

2.5 ^l^ ) 4> T -qH p 7?^ q^ , feiMiPT ^ “ftf^ ^mR, afR ijgmT %iR fsTRTRl RT^mn m gw 4^ gfe m lam ^ w 

f^rm m rt^ i 

3 .4=»iivH (^fiRniif) 

3.1 ! jr^^ ifrpit ^TRiRT 'tf gm ’Pronn gf^mg anwai TMi^f % ttPt-rPTOt ^ % Pm?; rnigit 1 ma w xi;a^ 

RfT miT^ ’STR^ "rrIPt "qR "^mR mflf PiWT m TFT iff m "W w % ^'0^5 ’rrIPt Rmr aror mg Ppttot ^ mRT^ Ft "cto 

w ^fTRM ^ gw mtdPi^ ^ RmPPT fmm mijTTT 1 
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3.2 4.9viH WTlfl, TT>P/f«h|37f sfk ^ ^TFRT ^ ^ yfib ' ^lWCh 3lh ^TTT^ ^ 

3.3 ^ ^ f^PTTTT ^ RTpfd<t ^ 3jfiFRT ^T^llftbd WT RFT% ^ #RT ^ <j^gh l 3 m4)R 

r^jRi '^i‘j^''ii I 

3.4 '5T?<^ ^9^1^ ^ ^ afh: ’r#t ^ ^ ^ -nWt ^ Tcnir ^ 

%f^f^ RT ^ ^ ^3m?7ft f^ %Tt 3J?^ RT 31^ ^ :j^ 'wmz\ ‘RR 3RR*, ‘f^R3R:f^’, 

‘ctidlRTl’^ ‘ 3fiT ^ cRf ^ ^o(vjfli( ^3Tf^ ^ f mR<J(IRT ^ ^ ^ VRT % 

<Pl<si'*<^5 i^Ri ^*TTQ7Tr I 

3-5 %el4l t WF ^mrrn affr aTf^TRTRT: ^PTOfe?T ^ feTT ^JTTI^Tn ^ ftFRft 3R?TT ^ % 3Tf^ (tRd , 

^URTlt ^ ^nR-Rfd % fciM, HifitiO ^ ^STn^fl' i 

3.6 ^ ^ ^ a^mrff ^mRn i 

3.7 ^ ^ ^ PdR'^d 37mRf ^ ‘f^Wed’ 3Tm ^titt 'JRRft ^HTT ^ ^ [^pH^h ^ 

^rf^RdRflrl f^fRlT 'J|i^,dl I 

3.8 ^[^^\ Pi^^ui ^ #r ftiitftld f^RTT ^STH^TH % ’OTT^ f^Pi?VI % | THftTR % Rtf^ % RTJ% 

PTRPRT 3TRT7T^ RT ITTT^ ^ ^ f^TO % Riff ^ RTj^f ^ R7RTRR f^ P l Pjc^j Mpg^T^t itR 

%r 3 iqRRf^RnTFT tl 3 TfiTft^ ^ iffR RR 37 RR ‘RJHtTRT’, ' 3^^ Rfej^' 

R«TT T^RRT ^ ^ TT^RTT? 3ffT RtpR^ Rft RTTfrTR7 'Rfer R^t RTURft I 

4, (^flPr^) 

4.1 ^<ai^ ^ % %R ^ 17^ f^^fqR Rv^TflRt "^f R7R ^ afr^ R^Tlf^ % |ff?f I RR^RR ftROT 

^TJlTcRf affr (fllMRH. aTPTRT) RRpjf a^eRm Rit ' ^l l u^i T I 

4.2 fe^RR 3^fT RT^ R^R ^ I^RTT affr RRRR W\ ^ RRRtR IRvRT ^Q^II Pff^ ^^R^WtR % IS^ RTt 

RiR f^TRT ■'Jim^iT I R^ PlRfui tRPTT ^RK^RT I 

5» ^TRtr ^*11 ~~ 

WRr'’%R^R^TnRTRnR3Tr 3^kRT;qqRRR^lRTv;^5R^^ ^RTSlftn 

fen Rm^ Rlt 37rRf^ RTR affT RTft ^ RRPT ^ RRRJt ^ ^Pdf^ R R RjW I 

6, qjnn (Rll^mi alk J^tqn) 

6.1 RtftTRt 3f|T 4^cil' % feRt qCT % ^tlH RRRR % STTR^ fR^R^ ^ ftRi^ % 1^ f^T^ ^Vpft Rmnft | RTF! ^RK 

RT ^ R?RTR % Wh^ ^ ^ RTT^ f RFT RRRit RTi6R|U RRtRT ^ ^ qqR7 Rft Rmt^t I ^ ^ f^Rq ^ % TRt 

a^fr RRqRR q?rw TRT^ RR RR^ fR^TH RTT^RT I 

6.2 qCT^RT^Rrf^ 3ffT ^R?p=fr RR, RT f^RTR % 1^ fRT^f^ qpf J pfRi^OI ^ fRTRT RT T ^ RT I 

7. (f^ 3^ [^64^0 

7.1 ^ Rtf^^ 3^IT R^t ^ fRTT RlrttR ^ ^wj ^ If T^Ff RF qft fV^jrf ft?R aftr 

RRR^ % RTR 4RRRFft RTTff IRTqft RfiPTT aTR^M RR^ ^ qcf F^T fi^RT RTTRT 11 RtfM ^ %Tq^ % RR R?! 

FRTFT% RR4RR R^ RRT ^RtR R^t J ll ^jf) i 

7.2 a?fR^f^ Rtft^ Rfl rPt TT^RW ^ R^t RTR dr<^ ^ fcfTJR RT^ 3MWh< RT fRTRT ^ll^Rl | ’pF^ RTpfF 

Tiqn -^f Rff RTTTFft ^ R^RTRRT RTfW RT ^ qRR RtfrrRf RR % fRTRI RTT TFT ^ I 


7,3 RqtRT q 3R^ R[^ r+^H RHR qJTR, RR^ R>Z, RTlTRRf sflT afqfRR TTT^ RTf^TRl RTT ftftOT fRTRT mt^TT I 
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7.4 oHifVji?) ^ ^ arorrffnr ^ sftr ^ ^ ^i?T^ ^ 

^ ^ ^'3fTT^ I 


%^ 1 -^ 

HTa« < (ff Rgft' (f^. 3wftT, ftrim 3ftT3TT?ffyT^) W^wypT% 

fennn : ^ 37 qT^f % aflr TTFnft tg ^ ^ w ^^ 13 ^ % »tft 1 lift 

wi?R^ 3^^3it 3^^Ftttt, fiT?pi}( sftr ari^tiB ij^) % ftPrtiW % iT«n-3TT^iFW TWt’Pff 'Rpit "smijn»^ 

PHHf^Rad ftrpffite 3T^3jy ^ Mt 3^^^ ITTI 37 TT, 3T«|f?^ ; — 

T alltr «Mwf: 

1.1 Tiftrrff aftr ipt 3i^ ^ tttf wn ^ ^ % WtctH % 

^ ^ ^lat^ 3ftT Tift afh: ft<? Tra a ^ ^ ^ ^ ^ i 

1.2 f^PdHh^hlO WT 3^tTT^1^^tIT%TTTV^^yi!t^#ni^‘‘^ 3ttw ‘' T^ttt ifJT^ * * TR 

^1^ ipF ^RPn ^STTTITTTI 

1.3 -llI^MI dM^cKl 37TOT ^ ■pfrft ^ftr ^3^ Jlicfl Wft ?¥it ?T®TT 'iRmmi iflWt sftT.T^ ^ 'Hi iTHt 

«Hi|q ^ "^RTT I 'llR^'^i "3^ 3TRTpft "^t WT> sttl f^PElT ^ I 

1.4 31 ?^^ <iOHi(;'i % 3RT ^TTP 3ftT ^^5 Ph^i 'Jim.^ii I 

1.5 snwff, Wf ^ 3fh: W ^ ffe^n^ ^ 1^ ^im^m fSRT^r ^ srrapft wh ^ 1^ ^ ^ i 

^ iWt 1^ ^ 3i^if^ fPTT^arf ^ ^ tiRt ft^ ^ ^ ^ i 

1.6 ^ OTP^^t* % MPif % lit % Tft^ #, ^ tn fisr^ 3T^ ^rroft ^ wiW i 

■^TT? "5^ "IFTT f^>TIT *^5111^ I 

1.7 3TTVPif. aftr ifrnf % ^ iiTlRff/^f^rPiy ^ ^ ^ ftr=rtf ^ ’to ^ftr 

1.8 sftr 4i*^ Tfpn ^®n +iftci ^ fPtt i 
2 * : 

2.13T3^ ^ ^ ^ (i^iiiPi^) sftr ^w3Wt^ ^ WrRf^ i?ft ^nipft ’3wft ^ ^rm^ft i 'Wt^ 

Tjpit^ % 3HPf7T ftwT^ ^ ai^yr-wfir % frr^ ■'irtw^ ^t t ^ftr ^ ’yftfw 12.5 —3TT^ ^ 1996 % 100 Tftx^y^/Pr^fWta ^ 

3iftT^ I 

2.2 ^ yuii^ ^ TtwR 3ftT ar^rafR % f^ ft^rftsFT ^ TififRiT fWt i 3^:'^5F^, ^ % ay^'lH, i?tt't ay^K 

^ aifM^FRf ilt^r ^ fl^ 'sr^rr^'Tsr 'St: ^ ^ ^ % %tr ^imnt ^ ^implt 1 ^ iiwft ^ trtrPwt 

iqicw % ^ ijPrfir^ ^ ^ 1^ yMfi?Ri ^ ftr ^ ^ arMrnjff ^ itMrBjt ^ ^ 1 1 

3 , fWmhr ^f*T^; 

3.1 fsrpRfTTURrtt +lWflb aWK ^ 7t^ % ftR ^tfSR ^P? I 

3.2 PTRTTft ftRT^ ^ ^3TTrft f, ^ ^ ^ ^ vnn^«fl Hlfl ^ WF anwf ^ TTffT ^WTl f I 

3.3 'TR % ayyiw ^ dsqVi 5 ^ ^Tjf^ Rt 9W> aftr P?P^f7Hf ^ ^ ^VFmr ^ ^>rpr % 

fhy; ^iTpft ^ wft I f^T^R attr 'iR ijf^FRnrt f*ifWf^ ^ imt^it 3 IU Twit Rif^ wit im^ift 1 ^ gPrftTO ^ % fMt?; fii> 

"yf^qi "^tTpr w^ t, VR wfi^yi % ant^ rt aftr ■3Pi% aRd ‘^f tt^it "To ^ Tift^ ■yr ’Rr^t«f PiRvrft 

'^Rcft '^3TRRft I 
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3.4 

3.5 ^ kit^ ^rqT^ TtrWl ^ t W Ifft SrftiWf 31^ afk M'rsiTlI Ifft WT ^ ^ hP< f i fg ^ imt# I 

sft^-sraiTj vpijTTTiT ^ ^ a^ftj^rijii ftjftitnar flit^n 


3^nTi-ir 

«lH^i^e^) arum'll’ hWfrKrt (9fhT, iRfw, ^Re‘, fiT#nir, #?rT, tffw, iftin^iraiTaflT^lfrBTq!^) 

% firfJfjrfor % 

ftw'xr: 3rMii!?f % hR^Ci' a^tr nmft % a?^ ft^Mfuiwi nft ar^iwarf ^ ^ ^ 

% vnrr i 7<t ^ wjrrq artwaff ^ WRft[^ ■jwnff ^ ^ (SFt^?, t^ir, ■^, firapii, #7R, ■eitTT, fR^hr w^r ai^ 

^ ^ % fsiPiMf'Ji % xf«iT aiT^TTTisp TTjfrtRf ??ftt?r WT i ai^wrarf % arRift^Ri PiHlW ^B fl ftrPfftfe ar^arf ^ 

arjWJi ■ftRi jmRT, ;— 

1. ■J^RT ^ ■^f imt ■'IT ■HiH^of) arHin'l' ^ f^ftnlui RIRI 'Jirai t, '<T*?T WIT ^ ^ FRI I Fnp T^*IT OTF), 

'?H^«tri|5Pi'dTj T*TlPm fjpTT -amtit I 

Rs'ii^i'i I 

3. ^ ^ g^fv, tut alk iRi ^ qpT ^ Fff iRT^ f:'? r w»Rn Fft f*f;^ irniFft TT»ft #ft i 

4. iT'^^ w^rrr FTT 31^ fewF a^tr ai^rftira fipt Ffft ftra^ ^ TjFi^ff 7JIT^ ^ aiiPT*TRT TTjf^ ^ 

^ ^ ■3n-JT^lTT I 

5. 3ir*<Hi "aFTlTV^ ^ TI'FT^ ^ ipf TlfifRT ^ FT^ff Fit '3F#T F!ff RfRT FURt I 

6 . f^m ■^' 3r!pRT ■SR^T ip?r, an^ at fW i 

7. 'srsf Mt 'hi'3 sR ^ 3Hq|'i l^'Mi 'Fni FF Sflafil aM*jVi ijaf ^sht aiii^i|l i 

8. FNF ■'JH 3% 'iMy arrurr fir, %, ft t^t aiaif anf^ rt Firry yr F'fjff % FifFlf 

■tjef^ ftrsm ^iF if ^ f^Fiy fiiri i 

9. ■StFI^' Ffy FIsiftFT ^PiFl % ■'JFR TSIIF Fff RFWH Hff 'Fl^ift I 

«nn 1-T 

Tffei- g l vq ;i^M (t^'rf^3Trf)%faf^ttfqT% fti»^ f^ pH f i !t w 

fetqrift ; aynji FTFiiff % fwT, fR+ki afR TiiHi/l % 1^ aT^^^^ ftfHHhFilO F^PiiFf Fft artsnaff ^ tWVrt TTT ar^TJ^ % MIF 1 ^f ^ 
■n^ nTFTm aTFanarf rt (tr an^) % ftir-wfui % fft anFTFF? rhifrFFf nfim, 'Fim Riri ■amjTTr i if a^ifwatf 

aifrifTRf rnn^Rjiri Wf^ aT^waif ff »ft ai^mor firtt, areifu ;— 

1. TTTWTFT 

ifteT'i^ Fii WW'F trft aiwarf % aroh •f^ •ftiri fit tjw iWlF affr ftFTJiaff ^ Ti^;TJT Fit fr ^ fr fiM i 

afiT mR am Fff FFlfw^ FiT aimiTH aiPFFi UrcF'Joi 11 aiFt FFHj R w f fa w ftFf^ ^f ^ FFf ^ TTFRRFT TRftF Fit 

FfltJTft I 
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2 . 

2.1 17^ ■'17 araft«Tfl liW f'irffJl ifwiff 3l\7 ■'TiTi 44W+i<1 3^7 TTIfiHt % Tl'qitfl'i % '5iT73n 37T^ % 7S^ f^Ivin 

77^1 

2.2 % '77’ft Tra 37W7«T, ^ I HTT TTWt sftT ^tl*T7 77«77 3^ ^WT7 7I«n 'Bfl ^ 

^TgPTTff^ ^ ^smtnt I ^ ^ f»R*«7: stfr ^ ^ #ft 175n^ f*pf^T7 aflr 73377 ftw tjtt t fWt ^ iftift 1 ^ ^ ^ 

fiH7ff> ,7<a77a i q ^f^ my^< iwiyt7ftt, 77ft Tsnrt^f^iwm 1^77^ ^Tsn^i 

2.3 f^rHt7iu|+lO fjr? +|W4F( % ffT77 ^iT| % ^1 *77^777 ^ IpT^ % tit, *77^ 1=7^77 afk *77^ 77t77 ^ 3f77 7^1 

77*77 Ori'l ^*7^ f^)i77 in7pT71 

2.4 fSrfl'T^ 'TftWfs? W 3771^ ^ ITtTTTStT^ % ^77^ ^ W t*ff?f7fl&77*77^ Sftf 17^ 'Sf '7^ ^ ^ ft'TT'fr'T *77^ 

HBl^ % 1^*777 4Hn«7 '577777 'S)|ii‘'l I 

2.5 7757?^ 577 5)77^ ^7 577; ^ % fiH'3557t ^ ^7 377;f^ ^ ^*757 CW <f t«7 TTTTjTTf I 

2.6 f^7p7‘7f'’7 ^ ftTtf %57f ^ filpHnluiTTild ^ <( f^TtW iTWT'ft ^ i ts^fTTTjSff % 17772777 1 577*17 5f^ TaTTjrn I 

% sftip 311177^ ^ f^rHHhn»t7T7t ^»T73ff t ^ TfOSTfrff fSf757 57771:777 3f[7 ^5^577 7!75 ^ ■355ft 5ft 7Sm37lt I 

3. MWffliufl*! i 

3.1 5Tlt 5T<7177 57 77757 7t<77!5ft 57t 3733^ ft757 5n?7715ft ■377 ^75 ^1 M 5 7ft 57^-SJflTI 7^ Tjttt^rft 1 

3.2 fi(fHHi«I5?lO ^ ■£( 77755R 3tt7 377!fm 5ft aT^W WtNft ^ 5tT7t7ft -ift ■H^lt ^57 ■ff 77^ fTTJ, ■37575 sftT ■3t55ff 5ft 'f^ 57 'Pl’tT 

57M I 3775 7T»7«f5 ii75 7775575 3lt7 377^ % TTTT ^ ^ #71 

3.3 f^rH5fui5ilO !ft5 3tt7 775*^5 TfTft ^ ^ 5)« ^ 5575 ^7=757 ftft 3f77 5577 f^TH 5575 557f '57 757W (6.66 1f5 57 1.5 

ft5ft5te 57S7 it5) ^ 575 5lff 17t571 

3.4 55f575ft5 7;W37t 5ft 57f^ % 1M tt57 IHtm 177lhf5 ft% I ft557^ ^ 3777775 5ft t5757 57p73^t 5ft 5^ 

4.575: 

4.1 n!irH5Wl57lfl 3ft7 575 7*55 ■£f 577^57 ■*t7-'#tn 4<t7 5^ ^ 7775tft ^ 5^ 1357^ -ftTT ^ 575 5f^ I 7(5*15 (Ttift ■£( 577f% 

5777757^ 5f7 77757 4)71157 58^*71 

4.2 r5f^Hiu|4)lfl 3lt7 575 if 3775^ ?777 ^t7^t 34'3j'<« 7775rft ^ 5^ 57f77^ ifntfl fttw 5t^ 57 ■5ft^ 5575 5 '5^ I 
37fWT5; 5*M 5757^ 577 557^5 ftim 5n^ 

4.3 5ft *ft 7t5i5 t*TO7775 ft, 5ft f^575 W[5 if 5nW^ Tjft 3l\7 ■^T^ ^ 55^577 ^ttat^Tl ■357577 577 345^4 57ft^ I 
5.75W5T: 

5.1 4.*i ^ 377)( ft7ft5f57577^ ^1^57 5ft 7775®(5 ift [^4, r^fidd ’5f57577t I 41441*1 "%■ 375^7^ "577 f *7777% 3tt7 '35%7 5^ici'i ■% 1^775 
777557%t '577ft 5T^ft I 

5.2 77571^ % ft373; 5^ W ^55t5 fW«777 3ft7 ft571 -55 lft -5^ 1*77757557 W7r=7 (%5t 5ft 7757l| %Ti; "35^ 11 

75W7 % 37f5^ 774 5777^% I 

6.557577: 

6.1 ^5h5ilft ■357577 55 551# %7 #t I *775757 sftt 1757% ^ 7%5#!7 7^ 5ft #ft I 

A 

6.2 ■355 f5575 ■% 35^5fl 17f5, 5R, 7?7 5f7((77'7 5ft 177ft% 37t7 #471 5757% 5ft '5#% 'd^W 5777^ 577#% I 

6.3 77# ■357577t '5ft 34<J4d 55 ^ 3f?77f#H #757 575717 3tt7 HTf# 'qT 557 377%7 5757c;57T#75i 575 ^ 35577 15757 ■(371737771 
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7. Wrolu i : 

7.1 ^ STjrftlVr ’*TTOT ^ ^ STpT^tT? I 311T %T M<tiR % il<ohl’ 

^ 2 ^ ^ IfTTT f^FIT I 

7.2 3n®Tf^ ^ 0.2 |I r^<rt;< % ^ ^ ^ ftlTO ^ ^ #ftf^ ^ PTT ^ ^ ITTK f^F^ 'SFIX^nT I 

ti4irfin qiy ^ 3TT?rf|T ^ I 

7.3 ^ TO-'nsr^ f^M7 ^rM,RT ^k<^’^ 7 "^Ft ^ VT^ ^ 3TTVPft '4' TTSTT '3nx?7TT 1 

7A ^7^^f?rff ^ ^ f^fM?T ^ ^ ’ifTTi^ I 

7.5 ’SJfiFTnuH rn4’?(UTf % 3imP7t ^ 'irt fif^fa % ^rJTT ^ 'ft t” 1 TTT^ ftFftftr yf»i41,ftF (?R^ 

3ftT 'TV^ ITTT) TIF ’gPrfT'^ t^F^TT 'ifH!?.^ ftfT ^RFT ^ WlrfVRl ^ ’^3TT?ft t" I 

7 .^ tnM(^ ^ftr ^ 3Tmrff ^ 'Tdr cimi^ ftr f^n?, ftrf^T^ftcTT ^kt 3M^cKf % fem^ 'it 

^iTVPff ^ ^ ^irn^Tft I 

3* yfJiuft«w'nJi: 

8.1 ftf^ftTF ar^ t^fTT^frjT^ ^ %r aiftrit^RT ftPrqh aftv^ ft ffti ^rMRj RT a#ft^ aiH^ i ft 

i— 

(1) fWiHWiBf)ifl ^ ft ctmn ^ anifftf 

( 2 ) fdWfft 'ITT^aiT WT 

( 3) 31R % ft^TT ft7 3T?3^tgrf^ 

(4) % ^^^TH ar^-j-ftr ftr 3rfft^ i 


MFT 1-^ 

3T^fflTTr 

fiu^TTi; ft^ aftr Tnmft ftr ftr^ ar^ PqPmhdiifl 'q;5ftpif ^ arft^aft ft ftftfftTT % 'im i ft* ^ 

71 ^ ^iTVR^ aTft^^^aft ^ ft'T^ ftvjr**!' % (aftiftVftf) fft^W % ^err aim^ '^rrm ■^srnTm i ^ aift^aft’ 

%■ fMftftfe ai^^aft* ^ ftt ai^^TT^ ■^mjTn, 3 T®rfci i’— 

1 . aftrfftftHftwrft — 

1.1 'Tin 1 ft aRTftfts ft TTHiTtw aift^aft % arfirft^ yRif^'Miaft, ft?T-'ft^JCT ftft zrpftfe^ aftr ^«it 

IKfttTOT?!!^* 'TOftf % ftfdRh % 7rf?F^ ftw ftlfftd ftsf ft ^!FTT^ ‘^irftft PiRlft ap^ 

1.2 alWftrftt fti fftiih ftr aftftp ^ ^^T^/fftftftr/fttf^ afrr ftf?F^ -OTP % 

■^n*? ■^mftft ftnft "ft ftFip^r atft arlftp fF^ f i ^ irftm ^ ^Fift ftr f^ Tifft wi 

'ifrsMft ^ ftiWT % ^®T T?7TT Ihft^ itt ^ 37^ ^ arftfw ftt, ^ftt % 

37TJrW/TTTW^ ftrftfsnr ftF^ 1 

1.3 ^ ft lft, 117R ftF^et?FT TPnftdftf ^ fanft 3ft-fftTOT afft ftTR te-VR 1?7R ftF^ 

irfm^ f, wftn ftw vJlIC^I I ^ T^KH ft3T ft ^ ^ WT t ftt ft ^ ^ T^' ’'rf75?T?n 

Tfft Pi^JfVn itr^ 13H|<1 'auftft I ftft ftftt ft 'Jlfll ^rHi<?4 % ^<7d ftt^TT ^ ^Tlft % fMu h^^ThI f^; vlH'4 

IPTPft ftftft I 
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1.4 ^ ^ WWW ^ I ftfPFW, fl(4>Vin, 'FFR ^ ■?RF 

^ WWW '^HTT^ I 

1.5 f%iP!fi{Te PiWftifll % ftin PH4y<iiuj '3w^ ^ ftftpqk 3i^ ^ ftt^, WBt-zrf^ 

% "^WW iWt "^ff ST'jftw W I 

2* fH^Twj'wn^— 

3T’3ftW wit ^ 313F^ ftWF ^ W ^TTTr “^fnw ^ ^' 

3Tift f^aif w>t Rfn wnrft 11 fiWfipif wit wj; ^ wp?fr ’RMt ’?pf 

3i^ftnT t, ^ f^FJffwT^ irfiFW ^W3wr % Pi^h % %?; 3iW7WW) ’^tTit^rff Tfft^ wj #Tt f^rr^' (^w\vh, 

IHFT 3W^f^Tftltf I 

3. wq«ftPwnt/?tmit 

WMn q(M<n<, iftz RWET^f^, ^ ^>7qt th wit % f^ 

3TRRT^ ^ ■^, ■?FFT<, ^q^ni aiti wrnw» ^ 3?qTw wft ■g^wT, ■'unirT, 'qwr^, wfti^ wr m 

ti 


4* FWWTWftft^flWfW, 3TTWTT3ttT3WfNlftf— 

4.1 RF^ FTfifTW '4^W<W> ^ WwW, TTT ^ ITj^ '^WWT "RgRlW tofTIT^, 3THTR W^T <i<4^4d 

^ ^fwft«w Ft^TT 'OT^r 31R!Pw ^ ftiR ^ 3frc 31^^^ % ^'(ih^I^ wft ggFT ^ ^ I 

4.2 "wfij TTwwfiWf %r Wii fSw WT ^'^tf^ ’hfI i3?f 3WW ^ ’37^ ^ ^ fr w^ wrnr 

MFW'jyi t lit ftr*iR{^< WT % 4MWI W>t ^FFl< WiW W>feT t ^ 3^TWT wit f^Rlt ftrfte "RWWFf WT FTfiFW ^ Pjd 

WTTFT 3Wf?*WT !%tit j 


4.3 ^TWJhfff 3ttT ^ wH WH 'vm afir ftwr i wn wr ( 

flwwwft WJT) f^n=rf^TflsrF Pnh w>^ :— 

(W)) WTwit ^wnft, TTww?ffw, ■jiPTTPwt, arwf fftp? aftr wwff % ariftr'^f wft f^ % ftn? arfvwrrfwTf wft aq^j^K i ni , 
(w) wwi<aifVwTTtwTwt3wf^ 

(^) ^ 3it^ 7 FR. -^^ppr 7 m, Rtfi, TiF^t ^ 

3iTW)R % "a^Tw^ w?t fiRmfui w?t nwdt ^ Tn<i yRiw^ii 1 

(’W) aif^ ^W)i< ^ ■Rwwiff WT 'tw^ wzw> wSt arjqft^ ^ %t^ ■qrt^ 1 

4.4 "awwi: wit awfw ^?ftFw itw^ % Wmh, laRtww, wt wr^jt wr% "^r Tigw^i att^ -ift #, itot^ aftr aigw^r 

^ %R wftn w arjRTW 1^ urt % ftrftaF wfiF^mi fW i yfib^iait % awfw yfa^ i i( #ft -aw ^ 

^ftPwW!(t#ft: 

(IF) "a^WT wit atR 

(w) "wtT'l^WF^TOJFT w>t 4 ?fw 1 ^,‘aw'Rftwarj^fliTWaftr^TWiT^w>Rt?F^wit 3 Tj?j^; 

(w) ^ "awwi wit ^TW>i< aftr argt^i^i n ar^rfcT *31^ ^fft^ aftr wit gfwftww wr^ % i 7 ?n^ % 

wrtwr mw wfr '^it^ altr " 3 ^ gw; ^ ftn^ t; ^irwiftrof aftr RTinft wn gnf ■pwr^i 

(W) iH wit WFWTW wit F^TWT WT arf^MlMH; 

(10 WF 3MW< WJT IVWtn ^ 



[wni—i3[^3(i)] 


’‘TOT TTSm : TOT^TOT 


V 

i^) <iMTT>T ^ ^ -^TTOR'l ^ 

(■0) T=f ^tiWT iroif ^ ^ Tff^srf % Tfri #t alk ^ ^rpT % rT®Tr Traf ^#7 <jm^< ^ 'p: 

y4l^i % 4)"^ "^T^rtcT irt I 

4.5 ciM^i alk ’Erforr w# '^\ ^ ^ Tt^ % f^ W % ^ ’3 tti?ttt i ^ % 

^^yui^idi ■5Tn.5T^«?T ^^«nfq7T ^ I 

4.6 ift ’^rfvPT uri^^-41 a^rf^TO trto "cr ^ ^ firr 

% ^ ^TT^rftJTO ^ ^ R^T ^ ^ ^ ^ wifm 3 t^j5:?tt Tfra^^ m 3iRrfRT ■g^ ^ 11 rr'^ifg ■^ttttort: fetft iNhr 

'trr^ % frTTT ^ ’=T^ t ^ f^^mt ^T^jfcr t #( ^ Wf ^ 

^TOFT ^ ^ ^TT^ armwt I 

5. ufih^HiflH — 

5.1 3Tfqf^3ff % yrs+fgrift^ % 3TOTf?T F’T^^fdRgfl ^ f : — 

(■^) srM^qi ^ ViHT; 

(73) ’3ft -^pt ^^mz, T3TO?T: tJ^:, ^ ^ ^ 

(^) 3#rf?F^ dNMH; 

("50 

(^) ^ 1^ ^ ^ "nT^ tfr (feTTt 3PT 77T»n) ^a^iaff ^ t;tR I 

'5,2 TTfSvgraTt ItTR % afro^ fTOTf^^Tft5FT : — 

(^) qdiqc ^3;ft7 777, 

(isr) ^ R^ii^Md!, 

(■^) yR^i^l ^ dNHI% 

(^) ^ Tltsn^, 

(^ 'gf^fv^T "^ft "gr 77*7^, 

('^) TTTZ^T % aiiq^K 371 
(7?) 

(’^) ’Pr^rfr^, 

('?!) 377^^31 ^ 7T^ 1 

6, BTTUTT attTTraTnr— 

6.1 TT'ft aTTUFT ^ 7TTOJT 3ft3 3^7 3R7 3T^e "WT 3^ ^ ^FfTT ^ 3ft % 37mT, ’^Tt^OT 

3ft t7;5Rt, TTOT^ 3ft TrfsFT^T 33T T3^3T 3ft yf^^r^ff 3^T, ^ ’Rt 1%3T ^ W y^Fv^d 3R^ % f73TT ^TOTO ■^^TTRm % 3TTtIH, 
TTO^ 3i\7 3ft3fVT 37=3 R3OT 373 ^ 'Tlt^T 7T3T 3ft3ld3, R3l^, 3Tf^4^, ft[eTOT3 % 3t^’ ¥ ^ sftgftT 3ft 33Tf^ 31 ^ 

TTfTCppt "CT ’RMlf^ 3i<rt ^ I 

6.2 dCHig 37T3T3t 33, "^33 ^ 3f37T "P: 37tfiin ’3T "p; 'Jfi^ 3ft '3Tl(nt a^tl 37733 37^ift33 f^FTT 'Jliy^RT ’3T 33} aT73t337 f3T3T 

'^im^^ll 3^7 f^riroWr 777 777773^7^ 7T3T7T3f 3fT 7t3)% % FH'?. rs'di5'i 3ft 3^ °h<<ii5d % ar73t3 H?3 m 3ft '^im.^It 3ft7 

3333 f33Tn3 f^T3T ^373717 f^TTT^ 1^TR '^'^3^'id ^ I 

63 3TTWT ^ 3^ 3ft g^m^ft 'FfTT/^ftWT ■^‘ 37Ftt rCTt’ % 33137 777^ 33H 37Wt #7 ^ dM^Vl % f3^ ^ 7775^3 “57373 

7Tf^T3 '3^133 773^37 33 ^777 37 7t^3^ ^ 7737371^ I 



38 


THE GAZETTE OF INDIA: EXTRAORDINARY 


I Pari II — Sue. 3(i)| 


6.4 ^ ^ w t ^ 3fh: ^ w 

T^4i '^nrjjn ■fe’ ^ 3TT^ 3^iifiP^a TT^rn %■ If i 

6.5 3T^ "qr ^ ^w\ ^ kpn ^sttijttt afk PpfkrfisRT ^ 'w^ 'ft atRf^r ^ ; 

(^) ^^fi % eft aik ’rttf; 

(^) f^Pn^iui arjift^^R^, aftrft^ Tni^-q^ 'ftT^Fjift, ^krsqr; 

(n) ^ ?Tkk5r aftr ^ ?TRRg. ^ Tft; 

(’^T) arr?^ % ^ ^ ^ arftft^ ifft); 

(^ "qf^ ikkrPpe ^ aftr krPmftrT ^ ^ ^rt i 

6.6 'Hferq mz^ ( aftqf^') qft '^f^ ftr ^ (ws) ft ^ ^ ftfiPTiaft ftr 

ft-HiPiia f^rqj ■^n I 


1. WftfWrTOT— 


^2 

wHr afrr 3iTW^ ^ 3Tft?[mT 


fqfftfirqt’ % ar^ftq ww^. fft*^^, ^^rkn, ftT^, ft^, TfAiq afk wftiR f^ wtRt ft ■^nft ftft ^ 
3 ?qrftftr. ^ fkIwiT % f^ fHHrHfciri ^z^^J qft fftqqftvr ^ ^ t, arerfet — 

( 1 ) fftf^ afR 

(2) ( qiuH, 4Vi "qr i;ki "qft ^ 'iii^ qicfl) 

(3) fqTOTF(lk^^^^nf^) 

(4) arWrkm^ 

(5) qfpqTT^ PRm "qr tft^ffq> 

( 6 ) ft^n fftri qr H^P’q 

(7) ^ qft'HTft qrqr Tq^^iT (ijRT ■qiftqq) 

(8) wqrqfr ^ 15 mqiPqq) 

?^— 

(1} ^ arfqfwH qr fetr ftkr qftftta alk ar^Pftt ^ % kqq 10 qftftkr ftr ^kr qft Riq^ i Rvi qft ■qrftt 1 1 

(2) qj^'aqqTq aftr ■aqqtq %friq; anTifqq ftf^ftfftqf ft?f^ >^, fft^ ^ ftq?ft ftr ijqqr wr ft ^?qpw qrqqr1 

2. fftfftfftqt: Tj^aqftf/aftqftq? wftq qft fftfftfftqf arqfTi ftkq, Tftftq^nqT. fft^ alk ftt ftt Tqpj Ft, ftr RiPHtiiMi 

ft? PTHRnr^d wqq qft tftqqk^r qft t, arqfti;:— 

(1) ftk ftgrrq ^ t^ft) 

( 2 ) (qpq, qfl SKI qft qft "qift qicfl) 

(3) "gqKq(fqr^i5RTqrfeq) 

(4) ^1^155 fri^i qj dM^^cKi fft^iIq?(Pq^n ’JRT qrfVd) 

( 5 ) ?Tq^qqTq^qiT(?jqqrfeq) 



(7) Ttt^t 11#?, 

(S) 'JIM 3l|^qH Slsl'IH'flf, 

(9) wen: ■qftwJT, S^IB'ji I 

{(hr; ■>IPT sfftrom %r ?frR JT>WtzT 3lk ^ % f^ io ipt ftroift^r ^ ^ 11 

3. 'jftft>r»lt ; 'ilt^^'Jl' ^(RI% ^ WS ^ aiU JIJ ^Jjff ^ FPtt sf^ f( JT^ I W %■ ■’Mt 

^‘ldR*ili‘ ^ Ttrft ■amjTft sfk ^ TO«i5T ^ 1%:7t^ Wpft I ymarjjf 'wTitiifiaff % %t3; 

f^T>im ■spt rdPTfriRafl aftr ■gtrtr ts^ f^vuf^ f^ i 

(^) fl#H<l, sffT -jnrT TffS, 

Car) ^irtH ^liilVH ar?, 

(V) iftfti'a ■^, (^ arrfwT a#T,) 

(а) fq^ars, ^ 3?^wiFf) 

3.1 ^diw Tsif v tt -sfr^ -TO Jitf^ aftr f'i?4)«W* jftftmf % % fpt^ f«rq?T w[?t ^ 

ftwifw ^ litT# t : — 

(^) ^fNPfPT, 

(1) 3f)^ 

(2) -"Wtrfirorarr, 

(3) ara rti«wtnAftT 

(4) iJ-jrrlle< 

(5) ^ Taft I ^-jaTT 

( б ) HVfl^ 

(at) TT^s-rars— 

(1) HifB'l, 

(2) ^ aftr aiFit % itTtT°T ^ 

(3) 

(4) 

(5) fW4-ITT 

{ 6) TiftOT dirwrii ifra iTsu^, ■1^^, iWrt, Wrfdi *f^ij4(ii 3lk -qf)^ qq i 

(7) 5)t7 •pr: 3ff^4>;:u | ^gpTWn (myt 31T'i<!j4'!ti T!t) 

3.2 q?rftq Tjs aif^iR'-w qror afrr Pwi^ati % qm^Jr ^ ■3?^^ 51 ^ qit T3i% %r 3q^ ij^nrat % arq gqq ^qari 

qrTW I qt aartr qin? ^ afhr srnf tWi i 

: ijH jrftTWH % 1^ ht)4H aTf ^ Tita i^jfqter ^ % Iwi; 3 a aiifftei % -^jq-qq 3 iRiR=m sN qrt ■ftroifer ^ 

qmftt I 

afNftrqf ^ 4 hRiCmh aijy % fq^m, lafiqiirjr qrr^, gan%, q^lsn, qftr % f^nr; sltr ^q^R 3 Mmwt 

qqrqr qmrqr iSfqi tott 3Pm ■fen qqr 1 1 ^ qfe-iiarr' qf) qim ■£[' ffea ^ 3 ^ ^ qqn afefer Tit^ qfe^qin qir ife % fe 

aiqqi'fl siinjfi I 
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3.3 Ttfmt ^ aTjfira ■^3it % fen ^nnJTTT fefe Tfe feh4\ aiVr 

"^iFt pl'D I 5^1 w^Tit I 

3.4 ^ ^NHJ^nd/f^^nfei -mf^ fewfnr ^mTT;ffer aftr f^iSTEf;^ ^ ■£( fen ^sitottt i 

4. RTH^T: 

■qra^ % ftfeH % tfe pHHMIa' I ^^ 04 ^ ^ fehiRvi Tft ^ f, : — 

(1) 3W3^ 

(2) ffemrcf^SRTfefe) 

(3) fWT 

(4) % 3T'5nn ansfiR ^ -qn afk +tHfl3ni 

(5) anHT (f^ngn?Rfefe) 

(6) RnfeFTi 

■ft;# ■?tfen Tft T?TT f5m^i tttst ijr ^ arfeffe 1|, tt^ fH;-^ Wf=ft i fefef ^ 

Tifen % 4 tpt TTjnn rr^ TTtTar tritj; i 

: *^ci '3Tf?^kJl4j ^ "PnR diR q441ii< % RJ^TR Tit tRTiTft^ Ttl Tffrft % I '4(^*1 RTRlf^Ti ^R TJT % RTRK RT RhRI 4lr11 

1^ Tffl TR mmI Ji-i % ftRTJ srftrfrm TR(T dHCT«4 TiRRT TIJIRTTI 

5. ^Hjy i : feipf % ffeRWl % fel ■^RTT Ttt oqRR^T TTt RTT^ft Rt RR^ TMI-iiiJirtrltl "St 3ttT W RTTr % RTR 
lR;3mfrI T?t W4Wn ^ ^ Rt I feR feg# Ttt RRI % ffe fefeffe TR(TR Ttt ffelfe T^t RRft t, RTRi : — 

(1) rofeo 3frr '!>I^T4<I 3RRbI (fR^RTRfeR Tffe) 

( 2) %RJR RRH "fTiTTRt ( STfRRHT; RtRmffe RT RmfRT RTR HvH^) 

(3) %RJfT RRRTi ( ttPT Rnj Rt) 

(4) RIRfeTT 

( 5) feF^ RftajR fe 

(6) %RJ^ 4irNr!;in 3M4TR 

itHfaPH-l sfrr fe tHfafMH T3^ % tfe: ■^RTT WTR, RRR fe -fefe ^ ^RR®T TRIR RTTttn I Rfensff T^t RRT R feR 
R Rwtjfl RTTST % ^ RRT Rfeffe f, T!^ TRipR lR:'fel RRTT^ Ttt -SRRRin T^t RTORt I fRfeRl ^ RTR RlRPJ^ffe St^ R fen 

TtniTT IfT:3mtn fer i 

i t niofe T 3fR Rr-feRffe Rpn? % ffe, rttr Tr?4 RfiRRm % ffe RfeR fefe sR snfRft % ffe, rr feRfe 

% -LJHRR ^^rR Tit ftmife Tit RT?ft t I 

6. yiFR 

^^'4y ll^ ^T Tpit/fet R fRR RRR % RiRhI^ I % ffe, f-IHPHri gT .34RRT Tit ffelftR Tit Rmt RPjfR ; — 

(1) RfeTR^ftr 

(2) fjffe (TRRT R^) 

(3) Tifjn dHHR 

(4) nT4 % 4i1(r'S'i 3tR SRh'i H!(fli 

(5) afei ftrtfe 4fe4)’ % yRRTiui % 1^. 





41 


[<TFTn—XSpiy3(i)] _ 

(6) Cli -^1^ 3l)c|*l 

(7) Tiim W^'ibMy ^td^artwt ar«»yrym ttw; 

(8) WT=T^jfipn3ff 

arfirom ^ ftrrt ^fttr q>M tg ( ^ liw ^ I Wt ?t nft itnft 11^ ^ fipfrff aihv fttftm ^ 

w t, ifrH irWteT % ^’jWT ^ % ij?»f 3<k 3Tai ifw ^ wwwi ^ wft I 

7. aiTromfim* ftPIftrat: 3flq«n?rfiw fstWftnJi % % ftrq; ^ ^ ^ ^ «<bi^i nft ^smrit tirt 

^ 1 37i^-3TnT=pfe, ant Tft^ ^ ^iFft % fi?nt ai^ Pifi^ftifi % air^ ^vnarf ^ ftrH*rfoi % PiHftriRjRT nft ryviiRvi 

( 1 ) 

(2) a^TtCT ^ (Ifw, ^ BRT ^ fipt!: th;) 

(3) % ^fiw'i l aftT VPgTT^ fi^^R^T I 

(4) f*T5T^ anwte fiiw 

(5) ?pt ^TTPT afiT fihf¥ ^1(at tf^aro i ft ffl Tit Vrnq#!) 

(6) ^ ^ ^ (tt»ft ^ ftiW W) 

(7) ^ a^h^WPIR, lift? aT^ftiPTl?r 

(8) ■WfllfWT 

(9) <!ii5ni 

(10) Ttfs Tia qCTi 

(11) fwai wi^TiTW, a^t^f^?!^^^f*T!TO%OT(a?fiWHH! wtir 3ttT<^f*T:TO) 

(12) 3(^ dMW (ait|4flfil(Vn1 tp (dlUlf^Tfl 'W KVW) 

(13) 3 i i an(^ (aiftmti; ai i d l i<^«i ) 

(14) sildl'i^'^ attn fT;aiij(ctnui (aifii*lH!f; attrf*!: ail!(^(u| yu|i(>fl) 

(15) '(l^rq^RTJTIT■rot |ifilS4l 

( 1 ) TjisT aiftram % <r»f*9«T aftt arjM fttij; ^ ar»Wl« % nft fti'wn.w ^ ^ 1 1 R^rnnWi 

affr VTW 3T>jfTO '^aif '^i ^iiff 'H f^rtiT aimni i ■’ift ar^xfftte ftWftriff ^ 'ftif*nif'>T ■atrai f 

7t 1 ^arf ^t, 'j^^i aiiq(fH®f> ;aTf?(xT ftxpi ^in^ni i 

(2) w axtxrf^ animPm WiWM % fitii f*Rm 1^ i»it ^ ^ 

*(HI JIH('II I 

8. ii»’'(l'ji aftr wMiriicO'fl 

(i) afiT ^iM l Pdd ff a i % % 1^ fHHFtiRa ' fl a4(*( ^ fa ’ T. l ftV I ^ -anift t, aX’titq' ;— 

(1) rnfit+i'i afrr ’rrirn aMWhi 

(2) Tftfrtrr iSM^< 

(3) ^I 

«(hr *^ci aif^t^m'i ^ fViy, *^‘[41c( *<^'inH f^pxiftvr 'Jiirfi 1^ i 

(ii) 3’’% 3itfr=Tw?f>m 3i^ta3i^aTOW4^anit>fy I 


3786 G1/2001—6 
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9. 

^ ^ ^ t, artrfq^i— 

(1) rnfif ^ i l ~ J i 4W 

(2) vfrnr %afrqiTO 

(3) ■3'TfiR 

artyrom % ^ ^pWte % ^ ^ i^ i 

10. afNfirata^U^'rfWTmnrtf^^: 

3ftT TmPHt ^ -^T; ^Witn % wmx ^ ^ 3t^ .— 

(1) W5T 

( 2) W5T 1WT ^ 

(3) -t^rl ■’??)' afrf 3?TOT %t7D( 

(4) 'iroitm Tim 

( 5) TIT^ ^^TPR (3Tlf/li1^Tftl7T 11^ 

TJ^ ^Tfrto ^ ^ ^ 11 ^ ^ ^T1^^ 

p ^ 3Tiepffm f, ^Tigjw fri;^ TT^n# ^ wmw ^ 

11. 3ir5PTT WhRTOT 

3<k >J!1lfk4i airmf 31T^ fJTWfiraf ^ (Tjt^t tftilft ^ phm WtR ^ itr«f aftt ^ -mr % art^) ftP i q fnT % %Ti; 
Tnjof ^tftpTiT ^ f4HR4Rjn 7«nF ihif/iFailf ^ firvrt^ f%in ■an nVft, 37«»f7f ;— 

11.1- 

(1) ^ ijawT ^ri(—T?i^ aiifpfn aw ijtiim 3^ 

( 2 ) wmr 3%^TTTTir fSfW^t (ifir—3Pit»f;Tiigrot, WT»TO, flf™ 3i^ 

(3) f3if% 711% 31^t^iftfftt jfli 

(4) f%f^, %f%T afti iftftrn iif7—711% 34511% %)■ »iiTr 3lk iff?=r ireiT/iTf 3# sitmf %f '>tt4t, %f%i 

3ffT 1%4 ^ITBI11 

(5) 

(6) iFTtITT^^ 

(7) TuqnMwiI ^ 

(8) ■'^%fm 

3m qMn 'Wl^T ftnRiRdd mimri ftTTlftlT an% f, 3181% ;— 

(IF) awaawT ^fn,— 

(1) —3ip%iFf aw aMnn 711:1^ 

(2) 3iiiim(m%Pm%'iiT<!fwj^rwiT) 7if% 




(J) PHijfa TT fv 

(4) 3^^ ■'3IW1 

(5) m*fi^i ■^iT^ ^ «n^ % ftrt^ ♦^ii?l^ wtvi ^ cii?^ i 


(TS) OTtm alH WfH ^,— 

(1) fl^Jifh'/eniW^'lfW 5?TTi P'XhA’ IW, 3TI^ '3IFf IlfZ TT^t Tf I 

(2) WWIRH^ »:J^ 

(3) ♦l^ii'Til, ftlocil' Sfrt frl'S^''il % PciW, '34t*ti<. 

(4) peiwjun^ti Cirmrfar^) 

(5) IJPT 'TWOI 

(6) -gd^T ?7t ^ (^) 

(ti) yi(^4vn ^,— 

(1) 4 i wjvH 3^ PhFwM n«n 31^ gnvn 

(2) ■g'TO 

(4) 'ir<n?JT’T“I 

(5) ^ 

(■^i 'iT’iT, .-(fR ylP^H'i sN,— 

(1) hFhtk c)<ii iir Icl ti^dcci (CC15H) sjldcH 'TT'^, cPlRi'i 3itT ^Ph^i 

(2) 3ira#:R, ^^--ST^-aTTOIJT) 

(3) -gNl afrr-Bp^T 

(T) 1W!fRm ,— 

( 1) gnzf (i#4RrW; ^ TJ^ afiT 117 ^ WtTHf ^ TIT^ C^cTR^ % ffW, ^ITft ^ 

ffw, frm % Tfnq) 

(2) 7TR Wi ( 3lftTtrRcT: ^ ffR ^) 

( 3 ) crpf 

C^) ^F;V'Tii?4 lira,— 

( 1 J "H'' 5|c '“I ‘^if’sTTJ 

(2) T3T^W 

(w) •^»j;q Muto lira,— 

( 11 TfTSjq WFot 54,15^^1 ( -irfsRiPRT; ^ 7ft ^ ^ jfrr wera TWfeicT 7^ #T IRT^ RTItTOT) 

(2) 1P7R ^ ^ sfR 

(71) ^r%P3RT lira,— 

(1) liN TflftR RTftR (STfVRTira; R!|7irjH<l) 

(2) c^flcH Trih 7^ TTiTlf ( StOhhict: TT^TT qft n^p* 7^) 

(3) #if3ftT-BJI7 
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(1) snnT % TT*n^ Tjfni % TWta sftr air^iWt ^ ^nWter % 

^ ftroiftTi ^ ^(wft 11 ^ iirar % ^ aiftiigm # T«ira n^Wter aftr 31^^ % 

fl'IUldt % ^ ^ upft 11^ ^ T^qr ^ grjPFT^Pf 

if f^VirSfl Pf^IT 'flll^^ll I 

(2) aftr dM^n ^ ■ftin dii?ifi(fl PiWRi*iI ^ 1^ fiiMW ^ ^ 

■arnt^ti 

(3) '*mi% «iHill %'ft>TH 100 ^^^ iftnri 


11.2 vy ii fw» % smTRt m ait^ % otui^ -Sr ^ ^inn ^ aif^ 

PiWft i ijt % Wnifnr ^ TifiiTTr % ar^ (^ Thrift ^ ^f #ft) ■^-■Pwi-^ '*n#T ^ aiif -PT^irPT?! ^ 

i^(»4< i, ■>wfW ^rn MjiifUw »A t stir r# ^«PTr (^) H ■PruPim ^ :— 


( 1 ) '31<^ 

(2) T11?«pR^ 

(3) snvR Tfrt^-^-f*nft4>T 3lk ^ 

(4) i&3t 

(s) !f»TT 

(6) ■’ITJp Mw^ 1^ 

(7) 11 


3^ ^ % ftrtl ^ ftuhlfwi ^ Ijuft t, 3mfl^ :— 


(1) ^-aiT'lilHipS 3<raR 

(2) 3inw3Tw:T<{iim1^if5R^if%Tn*tii5i^ 

(3) «)Mt4in;i*i(?ft WfiPT -ari?! V»>IIT«t 

(4) 3?^31T>t ■qrii 



[ VFTII—TjPTg.lQ)] 


^ TFSm : 
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(73) TiteTjTm tTTifr ^3— 

(1) 77V-i!fR ^TSTR) ^ ^ 

(2) ^T^TRTJT-qnT 

(3) 37Tf^ ak fa T CTf 

(■’T) 37TtTR JTlft'Sil-^TTT-fT^f^ T^ 7f[f^ 


( 1 ) 


STTfTFT 7)r<n7; +"!)q< 7?mt it, 7(3? IT) 7^ ■£[ Tf^t Tt fa j ffj ) 


TTTfOfifT 


( 2 ) 


(lf)3^VdI?=T 77777 TTTjfi^TTTSI 

(77) ^T7r Meitttt ^ ^ mfijn ^ atk TwfsfTTT 7k?T 3tk amci kniTJT % ttipij 

(If) p^— 


(2) ^ 'T-.tf^-l 77#^ ( aTfkTTPTfT: T^f^lft-TcT) 

( 3 ) ^^^mi^^? 7 f 7 ^(aTf* 77 TTO: 3 T 7 ^%SkfTTri^) 

aft. ^ ^-fro-TTkT krorfk^ ^ aaftrom tn ^ 


[m-k, mTPr-iioi4/S/2000-75kriTx^,3tk 

ikwip^n, TkjTffi Hfit's 

^ ft'k'JI :—Tlfte 1 .nf, 1979 7ra7aTP7T7kTtfk?T sfkrf.^ 3 % I 945 , , 

%7m y=ws'M if F'iifrt .athf^a TfrTTrqTPTftTTRrff ]940 afrr km (ki 5 777 77 1 )^ -61) a okj '? 7? 37k stfTm 

7T7T TTT.mK 700( 37) 7177773 28-9-2001 ^ 7m TT^TITH kR^rm I 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Dspartment of Health) 

NOTIFICATION 

New Delhi, the 11th December, 2001 

G.s.R, 894(E).— Whereas a draft of certain rules further to amend the Drugs 
and Cosmetics Rules, 1946 was published, as required by sections 12 and 33 of the 
Drugs and Cosmetics Act, 1940 (23 of 1940), at page 42, with the notification of the 
Government of India in the Ministry of Health and Family Welfare (Department of 
Health), number GSR 8(E), dated the 4'^ January, 2001 in Part II, Section 3, Sub¬ 
section (i) of the Gazette of India, Extraordinary dated the 4"’ January, 2001, inviting 
objections and suggestions from all persons likely to be affecterj thereby till the expiry of 
forty-five days from the date on which the copies of the Gazette containing the said 
notification were made available to the public; 

And whereas copies of the said Gazette were made available to the public on 5th January, 2001, 

And whereas objections and suggestions received from the public within the 
specified period on the said draft rules have been considered by th« Central 
Government; 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the 
said Act, the Central Government, after consultation with the Drugs Technical Advisory 
Board, hereby makes the following rules further to amend the Drugs and Cosnietics 
Rules, 1945, namely > 

1. (1) These rules may be called the Drugs and Cosmetics (8th Amendment) Rules, 2001. 

(2) They shall come into force on the date of their publication in the Official 
Gazette. 

(3) Notwithstanding anything contained in sub-fule (2), these rules shall not apply 
to the manufacuturers, who are presently licensed to manufacture drugs, for the 
period upto the 31 December, 2003. 

2, In the Drugs and Cosmetics Rules, 1945, for Schedule M, the following Schedule 
shall be substituted, namely :- 





[MPT II—^3(1)] 


Mri3T TTTPPT : -aTOTMITM 
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"SCHEDULE M 
(See rule 71, 74, 76, and 78) 

GOOD MANUFACTURING PRACTICES AND REQUIREMENTS OF PREMISES, 
PU\NT AND EQUIPMENT FOR PHARMACEUTICAL PRODUCTS 

Note:- To achieve the objectives listed below, each licensee shall evolve appropriate 
methodology, systems and procedures which shall be documented and 
maintained for inspection and referencejand the manufacturing premises shall be 
used exclusively for production of drugs and no other manufacturing activity 
shall be undertaken therein. 


PART 1 

Good Manufacturing Practices for Premises and Materials 

1. GENERAL REQUIREMENTS — 

1.1. Location and surroundings.- The factory bujlding(s) for manufacture of 
drugs shall be so situated and shall have such measures as to avoid risk of 
contamination from external environment including open sewage, drain, public lavatory 
or any factory which produces disagreeable or obnoxious, odour, fumes, excessive soot, 
dust, smoke, chemical or biological emissions. 

1.2. Buildings and premises.- The building(s) used for the factory shall be 

designed, constructed, adapted and maintained to suit the manufacturing operations so 
as to permit production of drugs under hygienic conditions. They shall conforrh to the 
conditions laid down in the Factories Act, 1948 (63 of 1948). 't 

The premises used for manufacturing, processing, warehousing, packaging, 
labeling and testing purposes shall be - 

(i) compatible with other drug manufacturing operations that may be 
carried out in the same or adjacent area / section; 

(ii) adequately provided with working space to allow orderly and logical 
placement of equipment, materials and movement of personnel so 
as to ; 

(a) avoid the risk of mix-up between different categories of 
drugs or with raw materials, intermediates and in-process 
material; 

« 

(b) avoid the possibilities of contamination and cross¬ 
contamination by providing suitable mechanism; 

(iii) designed / constructed / maintained to prevent entry of insects, 
pests, birds, vermins, and rodents. Interior surface (walls, floors, 
and ceilings) shall be smooth and free from cracks, and permit 
easy cleaning, painting and disinfection; 
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(iv) air conditioned, where prescribed for the operations and dosage 
forms under production. The production and dispensing areas shall 
be well lighted, effectively ventilated, with air control facilities and 
may have proper Air Handling Units (wherever applicable) to 
maintain conditions including temperature and, wherever 
necessary, humidity^ as defined for the relevant product. These 
conditions shall be appropriate to the category of drugs and nature 
of the operation. These shall also be suitable to the comforts of the 
personnel working with protective clothing, products handled, 
operations undertaken within them in relation to the external 
environment These areas shall be regularly monitored for 
compliance with required specifications; 

(v) provided with drainage system, as specified for the various 
categories of products, which shall be of adequate size and so 
designed as to prevent back- flow and/or to prevent insects and 
rodents entering the premises. Open channels shall be avoided in 
‘hnanufacturing areas and, where provided, these shall be shallow 
to facilitate cleaning and disinfection; 

(vi) The walls and floors of the areas where manufacture of drugs is 
carried out shall be free from cracks and open joints to avoid 
accumulation of dust. These shall be smooth, washable, coved and 
shall permit easy and effective cleaning and disinfection. The 
interior surfaces shall not shed particles. A periodical record of 
cleaning and painting of the premises shall be maintained. 


1.3 Water system.—There shall be validated system for treatment of water 
drawn from own or any other source to render it potable in accordance with standards 
speijified by the Bureau of Indian Standards or Local Municipality, as the case may be, 
so as' to produce Purified Water conforming to Pharmacopoeial specification. Purified 
Water so produced shall only be used for all the operations except washing and cleaning 
operations where potable water may be used. Water shall be stored in tanks, which do 
not adversely affect quality of water and ensure freedom from microbiological growth. 
The tank shall be cleaned periodically and records maintained by the licensee in this 

behalf. 


1.4 Disposal of waste.— 

(i) The disposal of sewage and effluents (solid, liquid and gas) from the 
manufactory shall be in conformity with the requirements of Environment 
Pollution Control Board. 

(ii) All bio-medical waste shall be destroyed as per the provisions of the Bio- 
Medical Waste (Management and Handling) Rules. 1996. 

(iii) Additional precautions shall be taken for the storage and disposal of 
rejected drugs. Records shall be maintained for all disposal of waste. 

(iv) Provisions shall be made for the proper and safe storage of waste 
materials awaiting disposal. Hazardous, toxic substances and flammable 
materials shall be stored in suitably designed and segregated^enclosed 
areas in conformity with Central and State Legislations. 
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2. Wareliouaing Area.— 

2.1. Adequate areas shall be designed to allow sufficient and orderly 
warehousing of various categories of materials and products like starting and packaging 
materials, intermediates, bulk and finished products, products in quarantine, released, 
rejected, returned or recalled, macirine and equipment spare parts ^nd change items. 

2.2. Warehousing areas shall be designed and adapted to ensure good 
storage conditions. They shall be clean, dry and maintained within acceptable 
temperature limits. Where special storage conditions are required (e g., temperature, 
humidity), these shall be provided, monitored and recorded, Storage areas shall have 
appropriate house-keeping and rodent, pests and vermin control procedures and records 
maintained. Proper racks, bin# and platforms shall be provided for ihe storage of 
materials. 

2.3. Receiving and dispatch bays shall protect mateiials and products from 
adverse weather conditions. 

24. Where quarantine status is ensured by warehousing in separate 
earmarked areas in the same warehouse or store, these areas shall be clearly 
detriarcated. Any system replacing the physical quarantine, shall give equivalent 
assurance of segregation. Access to these areas shall be restricted to authorized 
persons. 

2.5 There shall be a separate sampling area in the warehousing area for 
active raw materials and excipients If sampling is performed in any other area, it shall 
be conducted in such a way as to prevent contamination, cross- contamination and mix- 
up. 


2 6 Segregation sliall be provided for the storage of rejected, recallQ^ or 
returned materials or products. Such areas, materials or products shall be suitably 
marked and secured. Access to these areas and materials shall be restricted. 

2.7. Higlily hazardous, poisonous and explosive materials such as narcotics, 
psychotropic drirgs and substances presenting potential risks of abuse, fire or explt«iorr 
shall be stored in safe and secure areas. Adeqirate fire protection measures sliall be 
provided in conformity with the rules of tlie concerned civic authority 

2 8. Printed packaging materials shall be stored in safe, separate and secure 

areas 

2.9 Separate dispensing areas for [1 (Beta) lacturn. Sex 1 lorrnones and Cyto¬ 
toxic substances or any sucti special categories of products shall be provided witli 
proper supply of filtered air and suitable measures for dt.ret control to avoid 
contamination Such areas sliall be under differential pressure. 

2.10. Samplrng and dispensing of sterile materials shall be conducted under 
aseptic conditions conforming to Grade A, which can also be performed in a dedicated 
area within the manufacturing facility 

2 11. Regular checks shall be made to ensure adequate steps are taken 
against spillage, breakage and leakage of containers 
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2 12. Rodent treatments (pest control) should be done legularly and at least 
once in a year and record maintained, 

3. Production area.— 

3.1. The production area shall be designed to allow the production preferably 
in uni-flow and with logical sequence of operations 


3.2. In order to avoid the risk of crofis-confaminatlon, separate dedicated and 
self-contained facilities shall be made available for the production of sensitive 
pharmaceutical products like penicillin or biological preparations with live micro¬ 
organisms. Separate dedicated facilities shall be provided for the manufacture of 
contamination causing and potent products such as Beta lactLim, Sex Hornlones and 
Cyto-toxic substances 

3 3, Working and in-process space shall be adequate to permit orderly and 
logical positioning of equipment and materials and movement of personnel to avoid 
cross-contamination and to minimise risk of omission or wrong application of any of 
manufacturing and control measures 

3.4, Pipe-work, electrical fillings, ventilation openings and similar service lines 
shall be designed, fixed and constructed to avoid creation of retesses. Service lines 
shall preferably be identified by colours and the nature of the supply and direction of ttie 
flow shall be marked/indicated 

4. Ancillary areas. — 

4.1 Rest and refreshment rooms shall be separate fiom other areas. These 
areas shall not lead directly to ttie manufacturing and storage areas 

4.2. Facilities for changing, storing clothes and for washing and toilet 
purposes shall be easily accessible and adequate for the number of users Toilets, 
sepafate for males and females, shall not be directly connected with production or 
storage areas. There shall be written instructions for cleaning and disinfection for such 
areas. 


4.3. Maintenance workshops shall be separate and away ftom production 
areas, Whenever spares, changed parts and tools are stored in the production aiea, 
these shall be kept in dedicated rooms or lockets T ools and spare parts for use in sterile 
areas shall be disinfected before these aie carried inside the production areas 

4.4, Areas housing animals shall be isolated from other areas The otfrer 
requirements regarding animal houses shall be those as prescribed in rule 150-C(3) of 
the Drugs and Cosmetics Rules, 1945 whicli shall be adopted for pioduction purposes. 


5. Quality Control area- 

5,1. Quality Control Laboratories shall be independent of the production 
areas. Separate areas shall be provided each for physico-chemical, bioloqical, 
microbiological'or radio-isotope analysis. Separate instrument room with adequate area 
shall be provided for sensitive and sophisticated instruments employed for analysis 
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5 . 2 , Quality Control Laboratories shall be designed appropriately for the 
operations to be carried out in them, Adequate space shall be provided to avoid mix-ups 
and cross-contamination. Sufficient and suitable storage space shall be provided for test 
samples, retained sagiples,,reference standards, reagents and records, 

5.3, The design of the laboratory shall take into account the suitability of 
construction materials and ventilation. Separate air handling units and other 
requirements shall be provided for biological, microbiological and radioisotopes testing 
areas. The laboratory shall be provided with regular supply of water of appropriate 
quality for cleaning and testing purposes. 

6,4 Quality Control Laboratory shall be divided into separate sections I.e. for 
chemical, microbiological and wherever required, biological Testing. These shall have 
adequate area for basic installation and for ancillary purposes. The microbiology section 
shall have arrangements such as airlocks and laminar air flow work station, wherever 
considered necessary. 

6. Personnel - 

6.1. The manufacture shall be conducted under the direct supervision of 
competent technical staff with prescribed qualifications and practical experience in the 
relevant dosage form and / or active pharmaceutical products. 

6.2. The head of the Quality Control Laboratory shall be independent of the 
manufacturing unit. The testing shall be conducted under the direct supervision of 
competent technical staff who shall be whole time employees of the licensee. 


6.3. Personnel for Quality Assurance and Quality Control operations shall be 
suitably qualified and experienced. 

6.4. Written duties of technical and Quality Control personnel shall be laid and 
followed strictly. 

6.5. Number of personnel employed shall be adequate and in direct proportion 
to the workload. 

6.6. The licensee shall ensure in accordance with a written instruction that all 
personnel in p.'oduction area or into Quality Control Laboratories shall receive training 
appropriate to the duties and responsibility assigned to them They shall be provided 
with regular in-service training, 

7. Health, clothing and sanitation of workers - 

7.1. The personnel handling Beta-lactum antibiotics shall be tested for 
Penicillin sensitivity before employment and those handling sex hormones, cytotoxic 
substances and other potent drugs shall be periodically examined for adverse effects 
These personnel should be moved out of these sections (except in dedicated facilities), 
by rotation, as a health safeguard. 

7.2 Prior to employment, all personnel, shall undergo medical examination 
Including eye examination, and shall be free from Tuberculosis, skin and other 
ommunicable or contagious diseases. Thereafter, they should be medically examined 
iodically, at least once a year. Records shall be maintained thereof. The licensee 
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shall provide t!ie services of a c]ualified physician foi assessing the health stains of 
personnel involved in different activities. 

7.3 All persons, prior to and during eniployinent, shall he trained in practices 
which ensure personnel hygiene A high level of peisonal hygiene shall he observed hy 
all those engaged in the manufactuiing piocesses. Instiuclions to this effect shall he 
displayed in change-rooms and other stiategic locations 

7.4 No person showing, at any lime, apparent illness or open lesions which 
may adversely affect the quality of products, shall he allowed to handle stalling 
materials, packaging materials, in-piocess materials, and ding products until his 
condition is no longer judged to be a risk 

7.5 All employees shall be instructed to repoit about their illness or abnormal 
health condition to their immediate supervisor so that afipiopiiate action can be taken 

7.G Direct contact shall be avoided between the unprolecled hands of 
personnel and raw materials, intermediate oi finished, unpacked fiioducls 

7.7 All personnel shall wear clean body coverings appiopriale to their duties. 
Before entry into the manufacturing area, there shall be change rooms separate for each 
sex with adequate facilities for personal cleanliness such as wash basin with running 
water, clean towels, hand dryers, soaps, disinfectants etc The change rooms shall be 
provided with cabinets for the storage of personal belongings of the personnel 

7.8 Smoking, eating, drinking, chewing or keeping plants, food, diiFrji; and 
personal medicines shall not be permitted in production, laboratory, storage and other 
areas where they migtil adversely influence the product quality. 


8 . Manufacturing Operations and Controls - 

8.1. All manufacturing operations shall be carried out under the supervision of 
technical staff approved by the Licensing Authority Each critical step in the process 
relating to the selection, weighing and measuring of raw material addition during various 
stages shall be performed by trained personnel under the direct personal supervision of 
approved technical staff. 

The contents of all vessels and containers used in manufacture and storage 
during the various manufacturing stages shall be conspicuously labeled with the nante of 
the product, batch no., batch size and stage of manufacture Each label should be 
initialed and dated by the authorized technical staff 

Products not prepared under aseptic conditions are req(.rired to be free from 
pathogens like Salnionelle, Esclieiichia vuli, Pyocyanna etc 

8 . 2. Precautions against mix-up and cross-contamination - 

8. 2.1. The licensee shall prevent mix-up and cross- contamination of drug 
material and drug product (from environmental dust) by proper air-handling sysletrr, 
pressure differential, segregation, status labeling and cleaning Proper recoids and 
Standard Operating Procedures thereof shall be maintained 
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8. 2. 2. The licensee shall ensure processing of sensitive drugs like Bela-Lacluni 
antibiotics, sex hormones and cycotoxic substances in segregated areas or isolated 
production areas within the building with independent air-handling unit arid proper 
pressure differentials. The effective segregation of these areas shall be demonstrated 
with adequate records of maintenance and services, 

8.2. 3. To prevent mix-ups during production stages, material under- process 
shall be conspicuously labeled to demonstrate ttieir status. All equipment used for 
production shall be labeled with their current status 

8. 2. 4 Packaging lines shall be independent and adequately segregated. It shall 
be ensured that all left-overs of the previous packaging operations, including labels, 
cartons and caps are cleared before the closing hour 

8. 2. 5 Before packaging operations are begrrn, steps shall be taken to ensure 
that the work area, packaging lines, printing ntachrnes, and other equipriierrt are clean 
arid free from any products, materials and spillages lire line clearance shall be 
perforrTied according to an afiprofjriate chec.klist and recorded, 

8. 2, 6 lire correct details of any printing (for exanrple of batcli nirritbers or 
expiry dates) done separately or in the course of the packaging shall be re-checked at 
regular intervals All printing and over-printing shall be authorised in writing 

8.2 7 The manufacturing environment shall be maintained at the required levels 
of temperature, lurmidity and cleanliness 

8.2 8. Authorised persons shall ensrrre change-over into specific uniforms 
before undertaking any manufacturing operations including packaging 

8. 2 9 There strall be segregated enclosed areas, secured for recalled or 
rejected material and for such material which are to Ije re processed or recovered 

9. Sanitation in the inanufacturiny premises - 

9 1 Ttre riianufacturing premises shall be cleanedv,and maintained in an 
orderly manner,- so that it is free from accumulated waste, dr.ist, debris and other similar 
material A validated clearring prcrcedure shall he rtrainlained 

9 2 The manufacturing areas sliall not be used for storage of materials, 
except for the material being processed, |t shall not be rrsed as a general thoroughfare 

9. 3 A routrne sanitation frrogram shall be drawn up and observed, which strall 
be properly recorded and which shall indicate - 

(a) specific areas to be cleaned and cleaning irrtervals; 

(b) cleaning procedure to be followed, inckrdrng equipment and 
materials to be used for cleaning, and 

(c) personnel assigned to and responsible for the cleaning 
operation. 

9 4 the adequacy of the working and in-process storage space shall permit 
the orderly and logical positioning of eqiriprrrent and materials so as to nriniririse the risk 
of mix-up between different pharmaceutical prodi.rcts or their components to avoid cross¬ 
contamination, and to minimise the risk of omission or wrong application of any of the 
manufacturing or control steps 
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9. 5. Production areas shall be well lit. particularly where visual on-line controls 
are carried out. 

10. Raw materials - 

10. 1. The licensee shall keep an inventory of gll raw-materials to be used af 
any stage of manufacture of drugs and maintain records as per Schedule U 

10. 2. All incoming materials shall be quarantined imriiediately after receipt or 
processing. All materials shall be stored under appropriate conditions and in an orderly 
fashion to permit batch segregation and stock rotation by a first in/first expiry’ - 'first-ouf 
principle. All incoming materials shall be checked to ensure that the consignment 
corresponds to the order placed. 

10. 3, All incoming materials shall be purchased from approved sources under 
valid purchase vouchers. Wherever possible, raw materials should be purchased direclt^' 
from the producers. 

10. 4. Authorised staff appointed by the licensee in this behalf, which may 
include personnel from the quality control department, shall examine each consignment 
on receipt and shall check each container for integrity of package and seal. Damaged 
containers shall be identified, recorded and segregated. 

10. 5, If a single delivery of material is made up of different batches, each batch 
shall be considered as a separate batch for sampling, testing and release. 

10. 6. Raw materials in the storage area shall be appropriately labeled. Labels 
shall be clearly marked with the following information : 

(a) designated name of the product and the internal code reference, 
where applicable, and analytical reference number, 

(b) manufacturer's name, address and batch number, 

(c) the status of the contents (e g. quarantine, under test, released, 
approved, rejected); 

(d) the manufacturing date, expiry date and i e-test date 

10. 7. There shall be adequate separate areas for materials "under test", 
"approved ", and "rejected" with arrangements and equipment to allow dry, clean and 
orderly placement of stored materials and products, wherever necessary, under 
controlled temperature and humidity. 

10. 8. Containers from which samples have been drawn shall be identified 

10. 9. Only raw materials which have beeti released by the Quality Control 
Department and which are within their shelf-life shall be used. It shall be ensured that 
shelf-life of formulation product shall not exceed with that of active raw materials used. 

10. 10. It shall be ensured that all the containers of raw materials are placed on 
the raised platforms/racks and not placed directly on the floor 
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11. Equipment- 

11.1, Equipment shall be located, designed, constructed, adapted and 
maintained to suit the operations to be caiiied out The layout and design of the 
equipment shall aim to minimise the risk of errors and permit effective cleaning and 
maintenance in order to avoid cross-contamination, build-up of dust or dirt and, in 
general, any adverse effect on the quality of products Each equipmeni shall be provided 
with a log book, wherever necessary 

11 2. Balances and other rtreasuriny ecjuipment of an appropriate range, 
accuracy and precision shall be available in the raw-material stores, production and in- 
process control operations and these shall be calibrated and checked on a scheduled 
basis in accordance with Standard Operating Procedures'and records maintarned 

11.3. Ttie parts of the production p(|urpntent that come into contact with Hire 
product shall not be reactive, addrtive or adsor|jlive to an extent that would affect the 
quality of the product. 

11.4. To avoid accidental contamrnatron, wherever possible, non-toxrc/edrble 
grade lubricants shall be used and the equi|)menl shall be rriairitarned in a way Ih.at 
lubricants do not contaminate the prodt.tcls being prodirced 

11.5 Defective equipment shall be removed from production and Quality 
Control areas or appropriately labeled 

12 Documentation and records. — Docurnenlatior) is an essential part of the 
Quality assurance system and, as such, shall be related to all aspects of Good 
Manufacturing Practices (GMP). Its aim is to define the s^jecificalions for alt 
materials, method of manufacture and control, to ensure that all personnel 
concerned with manufacture know the information necessary to decide whether 
or not to release a batch of a drug for sale and to provide an audit trail that shall 
permit investigation of the history of any suspected defective batch. 

12.1. Documents designed, prefrared, reviewed and controlled, wherever 
applicable, shall comply with these rirles, 

12 2. Documents shall be ap|.)roved, siyrred and dated by apfrroptiate and 
authorized persons 

12. 3. Documents shall specify the title, natt.rre and prrrpose They shall be laid 
out in an orderly fashion and be easy to check, Re[)roducecl doc(.rments shall be clear 
and legible. Documents shall be regularly reviewed arrd kept up to date Any alteraliorr 
made in the entry of a document shall be signed and dated 

12. 4. The records shall be rttade or completed at the tirrre of each operation in 
such a way that all significant activities concerning the manufacture of pharmaceutical 
products are traceable. Records and associated Standard Operating Procedures (SOP) 
shall be retained for at least one year after the expiry date of the finished product. 

12. 5 Data may be recorded by electronic data processing systems (\r other 
reliable means, but Master Fornurlae arrd detailed operating procedures relating^o the 
system in use shall also be available in a hard copy to facilitate checking of the accuracy 
of the records. Wherever documentation is handled by eleclrortic data processing 
methods, authorized persons shall enter or modify data in the cornpirter, There shall be 
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record of changes and deletions Access, sliall be restricted by 'passwords' or other 
means and the result of entry of critical data shall be independently checked. Batch 
records electronically stored shall be protected by a suitable, back-up. During the period 
of retention, all relevant data shall be readily available. 

13. Labels and other Printed Materials.— Labels are absolutely necessary for 
identification of the drugs and their use. The printing shall be done in bright 
colours and in a legible manner. The label shall carry all the prescribed details 
about the product. 

13. 1. All containers and equipment Shall bear appropriate labels. Different 
colour coded labels shall be used to indicate the status of a product (for example; under 
test, approved, passed, rejected). 

13. 2. To avoid chance mix-up of printed packaging materials, product leaflets, 
•relatrng to different products, shall be stored separately. 

13. 3. Prior to release, all labels for containers, cartons and boxes and all 
circulars, inserts and leaflets shall be examined by the Quality Control Department of the 
licensee. 

13. 4. Prior to packaging and labeling of a given batch of a drug, it shall be 
ensured by the licensee that samples are drawn from the bulk and duly tested, approved 
and released by the quality control personnel. 

13. 5. Records of receipt of all labelling and packaging materials shall be 
maintained for each shipment received indicating receipt, control reference numbers and 
whether accepted or rejected. Unused coded and damaged labels and packaging 
materials shall be destroyed and recorded. 

13.6. The label or accompanying document of reference, standards and 
reference culture shall indicate concentration, lot number, potency, date on which 
container was first opened and storage conditions, where appropriate. 

14. Quality Assurance.- This is a wide ranging concept concerning all mailers that 
individually or collectively influence the quality of a product. It is the totality of the 
arrangements made with the object of ensuring that products are of the quality 
required for their intended use. 

14. 1. The system of quality assurance appropriate to the manufactuie of 
pharmaceutical products shall ensure that. 

(a) the pharmaceutical products are designed and developed in a way 
that takes account of the requirements of Good Manufacturing 
Practices (hereinafter referred as GMP) and other associated 
codes such as those of Good Laboratory Practices (hereinafter 
referred as GLP) and Good Clinical Practices (herein after 
referred as GCP); 

(b) adequate arrangements are made for manufacture, supply, and use 
of the correct starting and packaging materials; 

(c) adequate controls on starting materials, intermediate products, and 
bulk products and othe’’ in-process controls, calibrations, and 
validations are carried out; 
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(d) the finished product is correctly processed and cliecked in 
accordance with established procedures. 

(e) the pharmaceutical products are not released for sale or supplied 
before authorized persons have certified that each production batch 
has been produced and controlled in accordance with the 
requirements of the label claim and any other provisions relevant to 
production, control and release of pharmaceqtical products; 

16. Self Inspection and Quality audlt.“ It may be useful to constitute a self 
inspection team supplemented with a quality audit procedure for assessment of 
all or part of a system with the specific purpose of improving it. 

15. 1. To evaluate the manufacturer's compliance with GMP in all aspects of 
production and quality control, concept of self-inspection shall be followed. The 
manufacturer shall constitute a team of independent, experienced, qualified persons 
from within Or outside the company, who can audit objectively the implementation of 
methodology and procedures evolved. The procedure for self-inspection shall be 
documented indicating self-lnspection results, evaluation, conclusions and ' 
recommended corrective actions with effective follow up program. The recommendations 
for corrective action shall be adopted. 

15.2. The program lhall be designed to detect shortcomings in the 
implementation of Good Manufacturing Practice and to recommend the necessary 
corrective actions. Self-inspections shaii be performed routineiy and on specific 
occasions, iike when product recails or repeated rejections occur or when an inspection 
by the licensing authorities is announced. The team responsible for self-inspection shaii 
consist of personnel who can evaluate the implementation of Good Manufacturing 
Practice objectively; all recommendations for corrective action shall be implemented. 


15. 3. Written 

Instructions for self-inspection shall be drawn up which shall. 

' : 

include the following : 

(a) 

Personnel, 

(b) 

Premises including personnel facilities. 

(c) 

Maintenance of buildings and equipment. 

(d) 

Storage of starting materials and finished products.. 

(e) 

Equipment. 

(0 

Production and in-process controls. 

(9) 

Quality control. 

(h) 

Documentation. 

(i) 

Sanitation and hygiene. 

C) 

Validation and revalidation programmes. 

(k) 

Calibration of instruments or measurement systems. 

(1) 

Recall procedures. 

(m) 

Complaints management. 

(n) 

Labels control. 

(0) 

Results of previous self-inspections and any corrective steps 
taken. 


16. Qualliy Control System. — Quality control shall be Concerned with sampling, 
specifications, testing, documentation, release procedures which ensure that the 
necessary and relevant tests are actually carried and that the materials are hot 
released for use, nor products released for sale or supply until their quality has 
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been judged to be satisfactory. It is not confined to laboratory operations but 
shall be Involved in all decisions concerning the quality of the product. It shall be 
ensured that all quality control arrangements are effectively and reliably carried 
out. The department as a whole shall have other duties such as to establish 
evaluate, validate and implement all Quality Control Procedures and method.?. 

16. 1. Every manufacturing establishment shall establish its oWn quality control 
laboratory manned by qualified and experienced staff. 

16. 2. The area of the quality control laboratory may be divided into Chemical, 
Instrumentation, Microbiological and Biological testing. 

16. 3. Adequate area having the required storage conditions shall be provided 
for keeping reference samples. The quality control department shall evaluate, maintain 
and store reference samples. 

16.4, Standard operating procedures shall be available for sampling, 
inspecting, and testing of raw materials, intermediate, bulk finished products and packing 
materials and, wherever necessary, for monitoring environmental conditions. 

16. 5. There shall be authorized and dated spedificatlons for all materials, 
products, reagents and solvents including test of identityi feOhtent, purity and quality. 
These shall Include specifications for water, Solvents and reagents used'in analysis. 

16. 6. No batch of the product shall be released for sale or supply until it has 
been certified by the authorised person(s) that it is in accordance with the requirements 
of the standards laid down. 

16.7. Reference/retained samples from each batch of the products 
manufactured shall be maintained in a quantity which is at least twice the quantity of the 
drug required to conduct all the tests, except sterility and pyrogen/Bacterial Endotoxin 
Test performed on the active material and the product manufactured. The retained 
product shall be kept in its final pack or & simulated pack for a period of three months 
after the dale of expiry. 

16. 8. Assessment of records pertaining to finished products shall include all 
relevant factors, including the production conditions, the results of in- process testing, 
the manufacturing (including packaging) documentation, compliance with the 
specification for the finished product, and an examination of the finished pack. 
Assessment records should be signed by the in-charge of production and countersigned 
by the authorised quality control personnel before a product is released for sale or 
distribution. 

16. 9. Quality control personnel shall have access to production areas for 
sampling and investigation, as appropriate. 

16. 10. The quality control department shall conduct stability studies of the 
products to ensure and assign their shelf life at the prescribed conditions of storage. All 
records of such studies shall be maintained 

16. 11. The in-charge of Quality Assurance shall investigate all product 
complaints and records thereof shall be maintained. 
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16. 12. All instruments shall be calibrated and testing procedures validated 
before these are adopted for routine testing Periodical calibration of instrument and 
validation of procedures shall be carried out. 

16. 13, Each specifications for raw materials, intermediates, final products, and 
packing materials shall be approved and maintained by the Quality Control Department 
Periodic revisions of the specifications shall be carried out whenever changes are 
necessary. 

16, 14. Pharmacopoelae, reference standards, working standards, reference 
spectra, other reference materials and technical books, as required, shall be available in 
the Quality Control Laboratory of the licensee. 


17. Specification- 

17. 1. For Raw materials and Packaging materials 
They shall include,- 

(a) the designated name and internal code reference, 

(b) reference, if any , to a pharmacopoeial monograph; 

(c) qualitative and quantitative requirements wjlh acceptance limits, 

(d) name and address of manufacturer or supplier and original 
manufacturer of the material; 

(e) specimen of printed material; 

(f) directions for sampling and testing or reference to procedures, 

(g) storage conditions; and 

(h) maximum period of storage before re-testing 

17. 2. For Product Containers and Closures - 

17. 2. 1. All containers and closures intended for use shall comply with the 
pharmacopoeial requirements. Suitable validated test methods, sample sizes, 
specifications, cleaning procedure and sterilization procedure, wherever indicated, shall 
be strictty followed to ensure that these are not reactive, additive, adsorptive, or leach to 
an extent that significantly affects the quality or purity of the drug. No second hand or 
used containers and closures shall be used. 

17, 2. 2, Whenever bottles are being used, the written schedule of cleaning sliall 
be laid down and followed. Where bottles are not dried after washing, they should be 
rinsed with de-ionised water or distilled Water, as the case may be. 

17. 3: For in-process and bulk products.— Specifications for in-process 
material, intermediate and bulk products shall be available. The specifications should be 
authenticated. 

17. 4, For Finished Products. - Appropriate specificatiofVs for finished products 
shall include 

(a) the designated name of the product and the code reference; 

(b) the formula or a reference to the formula and the 

pharmacopoeial reference; 

(c) directions for sampling and testing or a reference to procedures; 

(d) a description of the dosage form and package details; 

(e) the qualitative and quantitative reqqirements, with the 

acceptance limits for release. 
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(f) the storage conditions and precautions, where applicable, and 

(g) the shelf-life. 

17.5 For preparation of containers and closures. - The requirements 
mentioned in the Schedule do not include requirements of machinery, equipments and 
premises required for preparation of containers and closures for different dosage forms 
and categories of drugs. The suitability and adequacy of the machinery, equipment and 
premises shall be examined taking into consideration the requirements of each licensee 
in this respect. 

18, Master Formula Records. - There shall be Master Formula records relating to 
all manufacturing procedures for each product and batch size to be 
manufactured. These shall be prepared and endorsed by the competent 
technical staff i.e. head of production and quality control. The Master Formula 
shall include 

(a) the name of the product together with product refereiice code reiating 
to its specifications; 

(b) the patent or proprietary name of the product along with the generic 
name, a description of the dosage form, strength, composition of the 
product and batch size; 

(c) name, quantity, and reference number of aii the starting materials to 
be used. Mention shall be made of any substance that may 
'disappear' in the course of processing; 

(d) a statement of the expected final yield with the acceptable limits, and 
of relevant intermediate yields, where applicable; 

(e) a statement of the processing location and the principal equipment to 
be used; 

(f) the methods, or reference to the methods, to be used for preparing 
the critical equipment including cleaning, assembling, calibrating, 
sterilizing; 

(g) detailed stepwise processing instructions and the time taken for each 
step; 

jh) the instructions for in-process controls with their limits; 

(i) the requirements for storage conditions of the products, including the 
container, labelling and special storage conditions where applicable; 

(j) any special precautions to be observed; 

(k) packing details and specimen labels. 


19. Packaging Records.- There shall be autliorised packaging instructions for 
each product, pack size and type. These shall include or have a reference to the 
following : - 

(a) name of the product, 

(b) description of the dosage form, strength and composition; 

(c) the pack size expressed in terms of the number or doses, weight or 
volume of the product in the final container; 

(d) complete list of all the packaging materials required for a standard 
batch size, including quantities, sizes and types, with the code or 
reference number relating to the specifications of each packaging 
material; 
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{e) reproduction of the relevant printed packaging inaterials and 

specimens indicating where batch number and expiry date of the 
product have been applied; 

(f) special precautions to be observed, including a careful examination of 
the area and equipment in order to ascertain the line clearance before 
the operations begin; 

(g) description of the packaging operation, including any significant 

subsidiary operations and equipment to be used; 

(h) details of in-process controls with instructions for sampling and 

acceptance; 

(i) upon Completion of the packing and labeling operation, a 

reconciliation shall be made between number of labeling and 

packaging units issued, number of units labeled, packed and excess 
returned or destroyed. Any significant or unusual discrepancy in the 
numbers shall be carefully investigated before releasing the final 
batch. 

20. Batch Packaging Records.- 

20. 1. A batch packaging record shall be kept for each batch or part batch 
processed. It shall be based on the relevant parts of the packagitig 
instructions, and the method of preparation of such records shall be 
designed to avoid transcription errors. 

20. 2, Before any packaging operations begins, checks shall be made and 
recorded that the equipment and the work stations are clear of the 
previous products, documents or materials not required for the planned 
packaging operations, and that the equipment is clean and suitable for 
use. 

*21. Batch Processing Records. 

21.1 There shall be Batch Processing Record for each product. It shall be 
'based on the relevant parts of the currently approved Master Formula. 
The method of preparation of such records included in the Master 
Formula shall be designed to avoid transcription errors; 

21.2. Before any processing begins, check shall be performed and recorded to 
ensure that the equipment and work station are clear of previous 
products, documents/pr materials not required for the planned process 
are rerhoved and that equipment is clean and suitable for use. 

21.3. During processing, the following information shall be recorded at the time 
each action is taken and the record shall be dated and signed by the 
person responsible for the processing operations. 

( a ) the name of the product, 

( b ) the number of the batch being manufaciured, 

( c) dates and time of commencement, of significant intermediate 
stages and of completion of production, 

( d ) 'nitials of the operator of different significant steps of production 
and where appropriate, of the person who checked each of these 
operations. 
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( 0 ) ine batch number and/or analytical control number as well as the 
quantities of each starting material actually weighed, 

(f) any relevant processing operation or event and major equipment 
used, 

( g ) a record of the in-process controls and the initials of the person(s) 
carrying them out, and the results obtained, 

(h ) the amount of product obtained after different and critical stages of 
manufacture (yield), 

(i) comments or explanations for significant deviations from the 
expected yield limits shall be given, 

(j) notes on special problems including details, with signed 
authorization, for any deviation from the master formula, 

(k) addition of any recovered or reprocessed material with reference 
to recovery or reprocessing stages. 


Standard Operating Procedures (SOPs) and Records, regarding.- 
22,1. Receipt of Materials; 

22. 1. 1. There shall be written Standard Operating Procedures and records for 
the receipt of each delivery of raw, primary and printed packaging 
material. 

22. 1, 2. The records of the receipts shall include; 

(a) the name of the material on the delivery note and the number of the 
containers; 

(b) the date of receipt; 

(c) the manufacturer’s and / or supplier’s name; 

(d) the manufacturer’s batch or reference number; 

(e) the total quantity, and number of containers, quantity in each 
:ontainer received; 

(f) the control reference number assigned after receipt; 

(g) any other relevant comment or information. 

22.’1. 3 There shall be written standard operating procedures for the internal 
' labelling, quarantine and storage of starting materials, packaging 
materials and other mglerials, as appropriate. 

22. 1. 4. There shall be Standard Operating Procedures available for each 
instrument and equipment and these shall be placed in close proximity 
to the related instrument and equipment. 

22. 2. Sampling.- 

22. .2, 1. There shall be written Standard Operating Procedures for sampling, 
which include the person(s) authorized to take the samples 

22 . 2. 2. The sampling instructions shall include: 

(a) the method of sampling and the sampling plan, 

(b) the equipment to be used, 
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(c) any precautions to be observed to avoid contamination of the 
material or any deterioration in its quality, 

(d) the quantity of samples to be taken, 

(e) instructions for any required sub-division or pooling of the 
samples, 

(f) the type of sample container to be usbd, 

(g) any specific precautions to be observed, especially in regard to 
sampling of sterile or hazardous material. 


22. 3. Batch Numbering.- 

22. 3. 1. There shall be Standard Operating Procedures describing the details of 
the batch ( lot ) numbering set up with the objective of ensuring that 
each batch of intermediate, bulk or finished product is identified with a 
specific’batch number. 


22.3. 2. Batch numbering standard operating procedures applied to a processing 
stage and to the respective packaging stage shall be same or traceable 
to demonstrate that they belong to one horriogenous mix. 

22. 3. 3. Batch number allocation shall be immediately recorded in a logbook or 
by electronic data processing system The record shall include date of 
allocation, product identity and size of batch. 

22. 4. Testing.- 

22. 4. 1. There shall be written procedures for testing materials and products at 
different stages of manufacture, describing the methods and equipment 
to be used. The tests performed shall be recorded. 

22. 5. Records of analysis.- 


22. 5. 1. The records shall include the following data. 

(a) name of the material or product and the dosage form, 

(b) batch number and, where appropriate the manufacturer and / 
or supplier, 

(c) references to the relevant specifications and testing 
procedures, 

(d) test results, including observatibns and calculations, and 
reference td any specifications (limits ), 

(e) dates of testing; 

(f) initials of the persons who performed the testing; 

(g) initials of the persons who verified the testing and the detailed 
calculations, 

(h) a statement of release or rejection, and 

(i) signature and date of the designated responsible person. 


22. 5. 2. There shall be written standard operating procedures and the 
associated records of actions taken for: 

(a) equipment assembly and validation; 

(b) analytical apparatus and calibration; 

(c) maintenance, cleaning and sanitation; 

(d) personnel matters including qualification, training, clothing, 
hygiene; 
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(e) environmental monitoring; 

(f) pest control; 

(g) complaints; 

(h) recalls made; 

(i) returns received. 

23. Reference samples.- 

23. 1. Each lot of every active ingredient, in a quantity sufficient to carry out all 
the tests, except sterility and pyrogens/Bacterial Endotoxin Test, shall be 
retained for a period of 3 months after the date of expiry of the last batch 
produced from that active ingredient. 

23. 2. Samples of finished formulations shall be stored in the same or simulated 

containers in which the drug has been actually marketed. 

24. Reprocessing And Recoveries 

24. 1. Where reprocessing is necessary, written procedures shall be established 

and approved by the Quality Assurance Department that shall specify the 
conditions and limitatiohs of repeating chemical reactidns. Such re¬ 
processing shall be validated. 

24. 2. If the product batch has to be reprocessed, the procedure shall be 
authorized and recorded, An investigation shall be carried out into the 
causes necessitating re -processing and appropriate corrective measures 
shall be taken for prevention of recurrence. Re-processed batch shall be 
subjected to stability evaluation. 

24. 3, Recovery of product residue may be carried out, if permitted, in the 

master production and control records by incorporating it in subsequent 
batches of the product. 

25. Distribution records 

25. 1, Prior to distribution or dispatch of given batch of a drug, it shall be 

ensured that the batch has been duly tested, approved and released by 
the quality control personnel. Pre-dispatch inspection shall be performed 
on each consignment on a random basis to ensure that only the correct 
goods are dispatched. Detailed instructions for warehousing and stocking 
of Large Volume Parenterals, if stocked, shall be in existence and shall 
be complied with after the batch is released for distribution. Periodic 
audits of warehousing practices followed at distribution centers shall be 
carried out and records thereof shall be maintained. Standard Operating 
Procedures shall be developed for warehousing of products. 

25, 2. Records for distribution shall be maintained in a manner such that 
finished batch of a drug can be traced to the retail level to facilitate 
prompt and complete recall of the batch, if and when necessary. 

26. Validation And Process Validation 
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26. 1. Validation studies shall be an essential part of Good Manufacturing 
Practices and shall be conducted as per the pre-defined protocols. These 
shall include validation of processing, testing and cleaning procedures. 

26. 2. A written report summarizing recorded results and conclusions shall be 
prepared, documented and maintained. 

26. 3. Processes and procedures shall be established on the basis of validation 
study and undergo periodic revalidation to ensure that they remain 
capable of achieving the intended results. Critical processes shall be 
validated, prospectively or retrospectively. 

26 4. When any new master formula or method of preparation is adopted, steps 

shall be taken to demonstrate its suitability for routine processing The 
defined process, using the materials and equipment specified shall be 
demonstrated to yield a product consistently of the required quality, 

26. 5. Significant changes to the manufacturing process, including any change 

in equipment or materials that may affect product quality and / or the 
reproducibility of the process, shall be validated, 

27. Product recalls 

27. 1. A prompt and effective product recall system of defective products shall 

be devised for timely information of all concerned stockists, wholesalers, 
suppliers, up to the retail level within the shortest period. The licensee 
may make use of both print and electronic media in this regard 

27, 2. There shall be an established written procedure in the form of Standard 
Operating Procedure for effective recall of products distributed by the 
licensee. Recall operations shall be capable of being initiated promptly so 
as to effectively reach at the level of each distribution channel 

27 '3 The distribution records shall be readily made available to the persons 

designated for recalls. 

27. 4. The designated person shall record a final report issued, including a 
reconciliation between the delivered and the recovered quantities of the 
products. 

27, 5. The effectiveness of the arrangements for recalls shall be evaluated from 
time to time. 

27. 6. The recalled products shall be stored separately in a secured segregated 
area pending final decision on them. 

28 Complaints and Adverse Reactlons.- 

All complaints thereof concerning product quality shall be carefully 
reviewed and recorded according to written procedures. Each complaint 
shall be investigated/evaluated by the designated personnel of the 
company and records of investigation and remedial action taken thereof 
shall be maintained 


26 , 1 
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28. 2. Reports of serious adverse drug reactions resulting from the use of a drug 
along vvith cornfhents and documents shalf be .forthwith, reported to the 
concerned Licensing Authority. 

28. 3. There shall be written procedures describing the action to be.taken, recall 

to be made of the deleGtive product. 

29. Site Master’Pile The licensee shall prepare a succinct document in the form 
of 'Site-Master Rile' contafhing specific and factual’GdOcrMaiiiifacluring Practices 
about the production and/or control of phatmaceutical maoufacturing 
preparations carried out at the ficensed premises it slvili contain Hie following . - 

29, 1. General information.- 

(a) brief information of the firm; 

(b) * pharmaceutical manufacturing activities as permitted by the 

licensing authority; 

(c) other manufacturing activities, if any, earned out on the premises; 

(d) type of products licensed for manufacture With flowcharts 
mentioning procedures and process flow; 

(e) number of employees eng'igc'd m the production, quality control, 
storage arid distribution; 

(f) Use of outside scientific, analytical or other technical, assistance in 
relation to manufacture and analysis, 

(g) short description of the Quality Management, system of the fitni, 

(h) products detdiie registered wilii foreign co'unfrieO. 

^ 29. 2. ' Personnel - , , . 

(a) ' organisetidnat chart showing’ the arrangement for quality 

assurance including production and quality control; 

(b) qualification, experience and responsibilitieSjOf key personnel; 

(c) outline for afrafigements for basic'and ih-servicehtraining and how 
the records are maintairied; 

(d) health requirements for personal engaged in production; 

(e) personnel hygiene requirements, including clothing 

29. 3. Premises- 

(a) simple plan or description of manufacturing areas drawn to scale; 

(b) nature of construction and fixtures / fittings, ,,, 

(c) brief description of ventilation systerns More details should be 
given for critical areas with potential risk of airborne contamination 
(schematic drawing of systems).,Classification of the rooms used 
for the manufacture of sterile products should, be mentioned; 

(d) special areas for the handling of the highly toxic, hazardous and 
sensitizing nraterials, 

(e) brief description of water syste.iiis (schematic, diownlys of 
systems), including sanitation, 

(f) description of p'anned preveiilive .njciiiitenance programs for 

premises and of th.e recording system 

29.4 EqnipnienI- 

(a) brief desciiption of majoi equipment used in pioduction and (juaiiiy 
control laboratories (a list of equip.rrient required), 

(b) description of planned pr'^venfive mnin('"-'iia»u;e pioyram';' fn 

erjiiii'ment .',r,d .4 ihu rp'.cruii .;,j 'V-str 
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arrangements. for computerised systems validation 

29. 5 Sanitation - 

(a) availability of written specifications and procedures for cleaning 
manufacturing areas and equipment 

'29 6 Documenlaiion ~ 

(a) arrangements for the preparation, revision and distribution of 

(b) necessary documentation for the r-nanufacture, 

(b) any other documentation related to proauct quality that ss not 
mentioned elsewhere { e g. microbioloyicai controls about air and 
water) 

29 7 Production - 

(a) brief description of production operations using, wherever possible, 
flow sheets and charts specifying important parameters: 

(b) arrangements for the handling of starting materials, packaging 
materials, bulk and finished products, including sampling, 
quarantine, release and storage; . 

(c) arrangements for the handling of rejected materials and products, 

(d) , brief description of genera! policy for process validation. 

29. 8. Quality control- 

(a) description of the quality control system and of the activities of the 
quality control department. Procedures for the release of the 
finished products 

29. 9. Loan licence manufacture and licensee - 

(a) description of the way in which compliance of Good Manufactuiiny 
Practices by the loan licensee shall be assessed. 

29. 10. Distribution, complaints and product recall - 

(a) arrangements and recording system for distribution, 

(b) arrangements for the handling of complaints and product recalls 

29. 11. Self-Inspection - 

(a) short description of the self-inspection system indicating whether an 
outside, independent and experienced external expeii was involved 
in evaluating the manufacturer’s compliance with Good 
Manufacturing Practices in all aspects of production. 

29 12. Export of drugs - 


bl 


{ a ) products exported to different counlties. 
( b ) co.mpiaints and product recaM, if any 
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PART lA 


SPECIFIC REQUIREMENTS FOR MANUFACTURE OF STERILE 
PRODUCTS, PARENTERAL PREPARATIONS (SMALL VOLUME 
INJECTABLES AND LARGE VOLUME PARENTERALS) AND 
STERILE OPHTHALMIC PREPARATIONS 


Not». ~ The General Requirements as given in Pari I of this Schedule relating to 
Requirements' of Good Manufacturing Practices for Premises and 
Materials for pharmaceutical products shall be complied with, mutatis 
mutandis, for the manufacture of Sterile products. Parenteral preparations 
(Small Volume Injectables and Large Volume Parenterals) and Sterile 
Ophthalmic Preparations. In addition to these requirements, the following 
Specific Requirements shall also be followed, namely: - 


1, General- 

Sterile products, being very critical and sensitive in nature^ a very high 
degree of precautions, prevention and preparations are needed. 
Dampness, dirt and darkness are to be avoided to ensure aseptic 
conditions in all areas. There shall be strict compliance in the prescribed 
standards especially in the matter of supply of water, aiV, active materials 
and in the maintenance of hygienic environment. 

2. Buildings And Civil Works- 

2 . 1. The building shall be built on proper foundation with standardised 
materials to avoid cracks in critical areas like aseptic solution preparation, 
filling and sealing rooms. 


2. 2. Location of services like water, steam, gases etc. shall be such that their 
servicing or repair shall not pose any threat 1o the integrity of the facility. 
Water lines shall not pose any threat of leakage to aseptic area. 


2. 3. The manufacturing areas shall be clearly separated into support areas 
(e.g. washing and component preparation areas, storage areas etc.), 
preparation areas (e g. bulk manufacturing area, non-aseptic blending 
areas etc.) change areas and aseptic areas. Operations like removal of 
outer cardboard wrappings of primary packaging materials shall bo done 
in the de-cartoning areas which are segregated from the washing areas. 
Wooden pallets, fiber board drums, cardboard and other particle shedding 
materials shall not be taken inside the preparation areas. 

2. 4 In aseptic areas - 

(a) walls, floors and ceiling should be impervious, non-shedding, non¬ 
flaking and non-cracking. Flooring should be unbroken and 
provided with a cove both at the junction between the wall and the 
floor as well as the wall and the celing; 

(b) walls shall be flat, and ledges and recesses shall be avoided. 
Wherever other surfaces join the wall (e g. sterilisers, electric 
sockets, gas points etc.) these shall flush the walls. Walls shall be 
provided with a cove at the joint between the ceiling and floor; 
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(c) ceiling shall be solid and joints shall be sealed. Light-fittings and 
air-grills shall be flush with the waiis and not hanging from the 
ceiling, so as to prevent contamination; 

(d) there shall be no sinks and drains in Grade A and Grade B areas; 

(a) doors shall be made of non-shedding material These may be 
made preferably of Aluminium or Steel material. Wooden doors 
shall not be used Doors shall open towards the higher-pressure 
area so that they close automatically due to air pressure, 

(f) Windows shall be made of similar material as the doors, preferably 
with double panel and shall be flush with the walls. If fire escapes 
are to be provided, these shall be suitably fastened to the walls 
without any gaps; 

(g) the furniture used shall be smooth, washable and made of 
stainless steel or any other appropriate material other than wood. 

2. 6. The manufacturing and the support areas shall have the same quality of 
civil structure described above for aseptic areas, except the 
environmental standards which may vary in the critical areas, 

2. 6, Change rooms with entrance in the form of air-locks shall be provided 
before entry into the sterile product manufacturing areas and then to the 
aseptic area, Separate exit space from the aseptic areas is advisable. 
Change rooms to the aseptic areas shall be clearly demarcated into 
'black', 'gray' and ‘white rooms’ with different levels of activity and air 
cleanliness. The 'black' change room shall be provided with a hand¬ 
washing sink. The sink and its drain in the un- classified (first) change 
rooms may be kept clean all the time. The specially desigfied drain shall 
be periodically monitored to avoid presence of pathogenic micro¬ 
organisms, Change room doors shall not be opened simultaneously. An 
appropriate inter-locking system and a visual and/ or audible warning 
system may be installed to prevent the opening of more than one door at 
a time, 

2. 7. For communication between aseptic areas and non-aseptic areas, 
intercom telephones or speak-phones shall be used. These shall be 
minimum in number. 

2. 0. Material transfer between aseptic areas and outside shall be through 
suitable air-locks or pass-boxes. Doors of such air-locks and pass-boxes 
shall have suitable interlocking arrangements. 

2. 9. Personal welfare areas like rest rooms, tea room, canteen and toilets 
shall bo outside and separated from the sterile product manufacturing 

area. 

2. 10. Animal houses shall be away from the sterile product manufacturing area 
and shall not share a common entrance or air handiing system with the 
manufacturing area. 
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3. Air Handling System (Central Air-Conditioning) 

3. 1. Air Handling Units for sterile product manufacturing areas shall be 
different from those for other areas. Critical areas, such as the aseptic 
filling area, sterilized components unloading area and change rooms 
conforming to Grades B, C and D respectively shall have separate Air 
Handling Unifs. The filter configuration in the air handling system shall be 
suitably designed to achieve the Grade of air as given in Table I. Typical 
operational activities for clean areas are highlighted in Table II and Table 
III. 

3. 2. For products which are filled aseptically, the filling room shall meet Grade 
B conditions at rest unmanned. This condition shall also be obtained 
within a period of about 30 minutes of the personnel leaving the room 
, after completion of operations. 

3. 3. The filling operations shall take place under Grade A conditions which 
shall be demonstrated under working of simulated conditions which shall 
be achieved by providing Laminar Air flow work stations'with suitable 
HEPA filters or isolator technology. 

3. 4. For, products, which are terminally sterilized, the filling rapm shall meet 
Grade C conditions at rest. This condition shall be obtainable within a 
period of about 30 minutes of the personnel leaving the room after 
completion of operations. 

3. 5, Manufacturing and component preparation areas shall meet Grade C 
conditions, 

3. 6. After completion of preparation, washed components and vessels shall be 
protected with Grade C background and if necessary, under Laminar Air 
Flow work station. 

3. 7. . The minimum air changes for Grade B and Grade C areas shall not be 
less than 20 air changes per hour in a room with good air flow pattern and 
appropriate HEPA fiiters. For Grade A Laminar Air Flow work stations, the 
air flow rates shall be 0.3 meter per second ± 20 % (for vertical flows) and 
0.45 meter per second ± 20 % (for horizontal flows). 

3. 8. Differential pressures between areas of different environmental standards 
shall be at least 15 Pascal (0.06 inches or 1.5 mm water gauge). Suitable 
manometers or gauges shall be installed to measure and verify pressure 
differential. 

3, 9. The final change rooms shall have the same class of air as specified for 
the aseptic area. The pressure differentials in the change rooms shall be 
in the descending order from 'white' to 'black'. 

3. 10. Unless there are product specific requirements, temperature and humidity 
in the aseptic areas shall not exceed 27 degree centigrade and relative 
humidity 55 %, respectively 
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TABLE I 

Air Borne Particulate Classification For Manufacture Of Sterile Products 


Grade 

At rest (b) In Operation 

. __ _ (a) 


Maximum number of permitted particles per cubic metre equal to or 

above 


0 . 6 pm 

5 pm 

0 . 5 pm 

5 pm 

A 

3520^ 

29 

3500 

29 

_ B(a ) . 

35,200 

293 

3,52,000 

2^^930 

C(a) 

3,52,000 

2,930 

35,20,000 

29,300 

PW_: 

35,20,000 

29,300 

Not defined (c) 

Not defined (c) 


Notes: 

(a) In order to reach the B, C and D air grades, the number of air changes 
shall be related to the size of the room and the equipment and 
personnel present in the room. The air system shall be provided with 
the appropriate filters such as HERA for Grades A, B and C. The 
maximum permitted number of particles In the "at rest" condition shall 
approximately be as under: 

Grade A corresponds with Class 100 or M 3.5 or ISO class 5; Grade B 
with class 1000 or M 4.5 or ISO Class 6; Grade C with Class 10000 or 
M 5.5 or ISO Class 7; Grade D with Class 100,000 or M 6.5 or ISO 
Class 8. 

(b) The requirement and limit for the area shall depend on the nature of the 
operation carried out 

(c) Type oToperations to be carried out in the various grades are given in 
Table II and Table III as under: 


TABLE II 

Types of Operations To Be Carried Out In The Various Grades For Aseptic 

Preparations 


Grade 

Types of operations for aseptic preparations. 

A ^ 

Aseptic preparatjon and NIing. 

B 

Background room conditions for activities requiring Grade A. 

C 

Preparation of solution to be filtered. 

D 

Handling of components after washing. 


TABLE III 

Types of Operations To Be Carried Out In The Various Grades For Terminally 

Sterilized Products 


Grade 

Types of operations for terminally sterilized products. 

A ' 

Filling coproducts, which are usually at risk. 

C 

Placement of filling and sealing machines, preparation of 


solutions, when usually at risk Filling of product when unusually 


aprisk._ _ .. 

'd 

Moulding, blowing (pre-forming) operations of plastic containers. 


Preparations of solutions and components for subsequent filling 
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Environmental Monitoring - 

4. 1. All environmental parameters listed under para 3.1 to 3.10 shall be 
verified and established at the time of installation and thereafter 
monitored^t periodic intervals. The recommended frequencies of periodic 
monitoring shall be as follows: 

( a ) Particulate monitoring in air - 6 Monthly 
( b ) HEPA filter integrity testing { smoke testing ) - Yearly 
( c ) Air change rates - 6 Monthly 
( d ) Air pressure differentials - Daily 
( e ) Temperature and humidity ~ Daily 

( f ) Microbiological monitoring by settle plates and/or swabs in aseptic 
areas ~ Daily, and at decreased frequency in other areas 

Note : The above frequencies of monitoring shall be changed as per the 
requirements and load In individual cases 

4.2. There shall be a written environmental monitoring program and 
microbiological results shall be recorded. -Recommended limits for 
microbiological monitoring of clean areas "in operation" are as given in 
the table below : 


TABLE 

Recommended Limits For Microbiological Monitoring Of Clean Areas "In¬ 
operation" 


" Grade 

Air sample 
Cfu / m'’ 

Settle plates ( dia 90 
mm. Cfu / 2 hrs. 

Contact plates 
(dia. 55 mm) 
cfu per plate 

Glove points 
(five fingers) cfu 
per glove 
^ - 

A 

< 1 

< 1 

< 1 

B 

10 

5 

■'5' 

' 5 

C 

100 

50 

25 

- 

5 “ 

500 

100 ^ 

50 

- 


Notes : 

(a) These are average values. 

(b) Individual settle plates may be exposed for not less than two hours 
in Grade B, C and D areas and for not less than thirty minutes in 
Grade A area. 

4. 3. Appropriate action shall be taken immediately if the result of particulate 
and microbiological monitoring indicates that the counts exceed the limits. 
The Standard Operating Procedures shall contain corrective action. After 
major engineering modification to the HVAC system of any area, all 
monitoring shall be re-performed before production commences. 


Garments,- 

5. 1- This section covers garments required for use by personnel working only 
in aseptic areas. Outdoor clothing shall not be brought into the sterile 
areas. 
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5. 2. The garments shall be made of non-shedding and tight weave material. 
Cotton garments shall not be used. The garments shall shed virtually no 
fibers or particulate matter. 

5. 3. The clothing and its quality shall be adopted to the process and the work 
place and worn in such a way as to protect the product from 
contamination. Garments shall be single piece with fastenings at cuffs, 
neck and at legs to ensure close fit. Trouser legs shall be tucked inside 
the cover boots. Suitable design of garments shall either include a hood 
(head-cover) or a separate hood which can be tucked inside the over-all 
Pockets, pleats and belts shall be avoided in garments, Zips (if any) shall 
be of Plastic material. Garments with damaged zips shall not be used. 

5. 4. Only clean, sterilized and protective garments shall be used at each work 
session where aseptic filtration and filling operations are undertaken and 
at each work shift for products intended to be sterilized, post-filling. The 
mask and gloves shall be changed at every work session in both 
instances. 

5. 5. Gloves shall be made of latex or other suitable plastic materials and shall 
be powder-free. These shall be long enough to cover wrists completely 
and allow the over-all cuff to be lucked in 

5. 6. The footwear shall be of suitable plastic or rubber material and shall be 
daily cleaned with a bactericide 

5. 7. Safety goggles or numbered glasses with side extensions shall be used 
inside aseptic areas, These shall be sanitised by a suitable method. 

5. 8. Garment changing procedure shall be documented and operators trained 
in this aspect. A full size mirror shall be provided in the final change room 
for the operator to verify that he is appropriately attired in the garments. 
Periodic inspection of the garments shall be done by responsible staff. 


6. Sanitation - 

6. 1. There shall be written procedures for the sanitation of sterile processing 
facilities. Employees carrying out sanitation of aseptic areas shall be 
trained specifically for this purpose. 

6. 2. Different sanitizing agents shall be used in rotation and the 
concentrations of the same shall be as per the recommendations of the 
manufacturer. Records of rotational use of sanitizing agents shall be 
maintained. 


6. 3. Distilled water freshly collected directly from the distilled water plant or 
water maintained above 70 degree centigrade from the re-circulation loop 
shall be used for dilution of disinfectants.' Alternately, distilled water 
sterilised by autoclaving or membrane filtration shall be used. The dilution 
shall be carried out in the 'white' change room. 

6. 4. Where alcohol or Isopropyl alcohol is used for dilution of disinfectants for 

3706GI/2OO1—10 jgg gg ^gp(j sprays, the preparation of the same shall be done in the bulk 
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preparation area and the diluted solution merhbrane-filtered into suitable 
sterile containers held in aseptic area. 

6 . 5, Diluted disinfectants shall boar the label 'use before', based on 
microbiological establishment of their germicidal properties. The solutions 
shall be adequately labeled and documents maintained. 

6 . 6. Formaldehyde or any other equally effective fumigaht is recommended for 
the fumigation of aseptic areas or after major civil modifications. There 
shall be Standard Operating Procedures for this purpose . Its use for 
routine purposes shall be discouraged and ah equally effective surface 
cleaning regime shall be followed. 

6 . 7. Cleaning of sterile processing facilities shall be undertaken with air 
suction devices or with non-lihtihg sponges or clothes. 

6. 8. Air particulate quality shall be evaluated Oh a regular basis and records 

maintained. 

Equipment - 

7. 1. The special equipment required for manufacturing sterile products 

includes component washing machines, steam sterilisers, dry heat 
sterilisers, membrane filter assemblies, manufacturing vessels, blenders, 
liquid filling machines, powder filling machines, sealing and labeling 
machines, vacuum testing chambers, inspection machines, lyophiligers, 
pressure vessels etc, Suitable and fully Integrated washing-sterilizing- 
filling lines may be provided, depending upon the type and volume of 
activity. 

7, 2. Unit-sterilisers shall be double-ehded with suitable inter-locking 

arrangements between the doors. The effectiveness of the 
sterilization process shall be established initially by biological 
inactivation studies using microbial spore indicators and then at 
least once a year by carrying out thermal mapping of the chamber. 
Various sterilization parameters shall be established based on 
these studies and documented. For membrane filters used for 
filtration, appropriate filter integrity tests that ensure sterilization 
shall be carried out before and after filtration. 

7. 3. Filling machines shall be challenged initially and then at periodic intervals 
by simulation trials including sterile media fill. Standard Operating 
Procedures and acceptance criteria for media fills shall be established, 
justified and documented, Special simulation trial procedures shall be 
developed, validated and documented for special products like 
ophthalmic ointments, 

7. 4. The construction material used for the parts which are in direct contact 
with products and the manufacturing vessels may be stainless steel 316 
or Boro-silicate glass (if glass containers) and the tubing shall be capable 
of being washed and autoclaved, 

7, 5. On procurement, installation qualification of each of the equipment shall 
be done by engineers with the support of production and quality 



tvmii—i3rig3(i)] 


'TOT > STTTnTOTT 


75 


assurance personnel. Equipment for critical processes like aseptic filling 
and stofillzars shall be suitably validated according to a written program 
before putting them to use, 

■7, 6. Standard Operating Procedures shall be available for each equipment for 
its calibration and operation and cleaning. Gauges and other measuring 
devicas attached to equipment shall be calibrated at suitabie intervals 
against a written program. Calibration status of equipment and gauges 
shall be adequately documented and displayed. 

Water and Steam Systems - 

8. 1. Potable water meeting microbiological specification of not more than 500 
cfu/ml and indicating absence of individual pathogenic micro-organisms, 
Escherichia coll, Salmonella, Staphylococcus aureus and Pseudomonas 
aeruginosa per 100 ml sample shall be used for the preparation of 
purified water, 

0,2. Purified water prepared by de-rnineralization shall meet the 
microbiological specification of not more than 100 cfu per ml and indicate 
absence of pathogenic micro-organisms in 100 ml. Purified water shall 
also meet IP specifications for chemical quality. Purified water shall be 
used for hand washing in change rooms Containers, closures and 
machine parts may be washed with potable water followed by suitably 
filtered purified water. Purified water shall be stored in stainless steel 
tanks or plastic tanks. 

8, 3. Water for Injection (hereinafter referred as WFI) shall be prepared from 
potable water or purified water meeting the above specifications by 
distillation. Water for Injection shall meet microbiological specification of 
not more than 10 cfu per 100 ml. WFI shall also meet IP specification for 
Water for Injection and shall have an endotoxin level of not more than 
0^25 EU / ml. Bulk solutions-of liquid parenterals shall be made in WFI. 
Final rinse of product containers and machine parts shall be done with 
WFI. Disinfectant solutions for use in aseptic areas shall be prepared in 
WFI. 

8. 4. Water for Injection for the manufacture of liquid injectables shall be 
freshly collected from the distillation plant or from a storage or circulation 
loop where the water'has been kept at above 70 degree centigrade. At 
the point of collection, water may be cooled using suitable heat 
exchanger. 

8.5, Water for non-injectable sterile products like'eye drops shall meet IP 
specifications for purified water. In addition, microbiological specification 
of not more than 10 cfu per 100 ml and absence of Pseudomonas 
aeruginosa and Enterobacter coli \n 100 ml shall also be met. 

8. 6, Water for Injection shall be stored in steam jacketted stainless steel tanks 
of suitable size and the tanks shall have hydrophobic bacterial retention 
with 0.22 p vent filters. The filters shall be suitably sterilized at periodic 
intervals. The distribution lines for purified wafer and distilled water shall 
be of stainless steel 316 construction and shall not shed particles. 
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8. 7. There shall be a written procedure and program for the sanitation of 
different water systems including storage tanks, distribution lines, pumps 
and other related equipment. Records of sanitation shall be maintained. 

8. 8. There shall be written microbioiogicai monitoring program for different 
types of water. The resuits shail justify the frequency of sampling and 
testing. Investigation shall be carried out and corrective action taken in 
case of deviation from prescribed limits, 

8. 9. Steam coming in contact with the product, primary containers and other 
product contact surfaces shail be sterile and pyrogen free. The steam 
condensate shall meet microbiological specification of not more than 10 
cfu per 100 ml. The condensate shall also meet IP specification for Water 
for Injection and shall have an endotoxin levels of not more than 0.25 
EU/ml. There shall be a suitable schedule for tfie monitoring of steam 
quality. 


9, 


Manufacturing Process - 


9. 1. Manufacture of sterile products shall be carried out only in areas under 
defined conditions, 


9. 2. Bulk raw materials shall be monitored for bio-burden periodically. Bio- 
burden of bulk solution prior to membrane filtration shall be monitored 
periodically and a limit of not more than 100 cfu per ml is recommended. 

9. 3. The time between the start of the preparation of the s6lution and its 
sterilization or filtration through a micro-organism retaining filter shall be 
minimised. There shall be a set maximum permissible time for each 
product that takes into account its composition and method of storage 
mentioned in the Master formula record 


9, 4 Gases coming in contact with the sterile product shall be filtered through 
two 0.22 |.i hydrophobic filters connected in-series. These filters shall be 
tested for integrity. Gas cylinders shall not be taken inside aseptic areas. 

9. 5. Washed containers shall be sterilized immediately before use. Sterilized 
containers, if not used within an established time, shall be rinsed with 
distiiled or filtered purified water and re-sterilized, 

9. 6. Each lot of finished product shall be filled in one continuous operation. In 
each case, where one batch is filled in using more than one operation, 
each lot shall be tested separately for sterility and held separately till 
sterility test results are known, 

9. 7. Special care shall be exercised while filling products in powder form so as 
not to contaminate the environment during transfer of powder to filling 
machine-hopper. 
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10 . 


FORM-FILL-SEAL TECHNOLOGY OR BLOW, FILL-SEAL 
TECHNOLOGY— 

10. 1. Fortn-Fill-Seal utiils aie specially built aiiluinated inachities in which 
through one conlitiuoiis opeialion, containers are fornied from 
thermoplastic granules, filled and then sealed. Blow, fill - seal units are 
machines in which containeis aie moiilded/blown (pte foimed) in 
separate clean rooms, by non continuous opemtions 

Note ■ 

(i) lliGsp slinll ha inr.lnllad in nl lansi C^inda (; anvunnmani 

(ii) Thasa shall coinply with lha liniils ns i(n:oniinainlad m Inhia 
nl Ham 'I ? 

10 2 Form - Fill - Seal / Blow, Fill - Seal machines used foi the manufactuie of 
products foi teiminal steiilizalion shall be inslalled in at least Ginde C 
envitonment and the filling zone within the machine shall fulfill Giade A 
requirements 

10. 3 Terminally Sterilized Products - 

10.3.1. Preparation of primary packaging material such as glass bottles, 
ampoules and rubber stoppers shall be done rn at least Grade D 
environment. Wfiere there is unLrst.ial risk (o the product from microbial 
contarpination, the above operation shall be dorie in Gradre C 
environment All the processes irsed for component preparation shall be 
validated. 

10.3.2 Filling of products reqirirrng terminal sterilization shall be dorre under 
Grade A environment with a Grade C backyiound 

10. 4. Preparation of solutions, which are to be sterilized by filtratron, shall be 
done in Grade C envrronrnerrt, artrl if not to Ire filtered, the preparation of 
materials and products shall be in a Grade A envrronment with Grade B in 
background. 

10. 5 Filtration ( Membrane ) — 

( i ) Solutions for Large Vokrme Parerrterals shall be filtered throrrgh a 
non-fiber releasing, slerrlizirtg grade cartridgr^/rrrenibrane filter of 
nominal pore size of 0 22 p for aseptic filling whereas 0-15 p 
porosity shall be irsed for terrrirnally sterilized products, 

( ii) A secortd filtration rrsrng arrothta 0 22 p sterriizirry grade 
caitridge/rnembrane filter shall Ije praforttred irrmredrately prior to 
filling. Process specificatrons shall indicate the maxirrurm time 
during whicti a filtration system may be rrsed with a view to 
precluding mrcrobial build-up to levels that may affect the 
microbiological quality of the Large Volume Parenterals, 

(iii ) Itie integrrty of the sterilized filter shall be verified and confirmed 
immediately after use by art approfrriale method such as Oitbble 
Point, Diffusive Flow or Pressure Lloki lest 
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10 6. Sterilization ( Autoclaving )- 

10.6.1. Before any sterilizalion process is adopted, its suitability for the product 
and its efficacy in achieving the desired sterilizing conditions in all parts of 
each type of load pattern to be processed, shall'be demonstrated by 
physical measurements and by biological indicators, where appropriate, 

10.6.2. All the sterilization processes shall be appropriately validatecl,„The validity 
Of the process shall be verified at regular intervals, but at least annually 
Whenever significant modifications have been made to the equipmeril 
and product, records shall be maintained thereof 

10.6.3. The sterilizer shall be double ended to prevent mix-ups 

10.6.4. Periodic bio-burden monitoring of products before teipiinal sterilization 
shall be carried out and controlled to limits specified for the product in the 
Master Formula, 

10.6 5 The use of biological indicators shall be considered as an additional 

method for monitoring the sterilization These shall be stored and used 
according to the manufacture’s instructions Their quality shall be 
checked by positive controls If biological indicators are used, stiict 
precautions shall be taken to avoid Itansfetiing microtjial contamination 
from them. 

10.6 6. Tliere shall be clear means of diffeientialing 'sterilized' and unsleiilized' 

products. Each basket, tray or other carrier of products or components 
shall be clearly labeled with the name of the material, its hatch numher. 
and sterilization status Indicatois shall be used, where appropiiate, to 
indicate whether a batch (or sub-batch) has passed through the 
sterilization process 

10.6 7.Sterilization records shall be available for each steiilization-iun anrttnay 
also include thermographs and steiilizatiori rnoniloiing stfips They shall 
be maintained as part of the batch release proceduie 

10, 7 Sterilization ( By Dry Moat) - 

10.7.1. Each heat sterilization cycle shall be recorded on a time / temperature 
chart of a suitable size by appropriate equipment of the tet|uired accuracy 
and precision. The position of temperature probes used for controlling 
and / or recording shall be determined during the validation and, where 
applicable, shall also be checked against a second independent 
ternperature probe located in the same position The chart shall form a 
part of the batch record. Container mapping may also be carried out in 
the case of Large Volume r-’arenteials 

10.7.2. Chemical or biological indicators may also be used, but shall not take the 
place of physical validation. 

10.7.3. Sufficient time shall be allowed for the load to reach the required 
temperature before measureriient of sterilization time commences This 
time shall be separately determined for each type of load to be 
processed. 
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10 7 4 Aflei the hiyh lemp^'f'U"R |'l>n<5n u( a linnl steiiliz.ation c.yde, piccauliorts 
sliall be taken against contamination of stenlizeci load during cooling Any 
cooling fluid or gas in contact with the pioduct shall be steiilized.unless it 
can be shown that any leaking container would not be appioved for use. 
Air inlet and outlets shall t)e piovirled with bacteria retaining filters 

10 7 5 The piocess used for steiilization by dry heat shall include air-circulation 
within ttie chambei and the maintenance of a positive pressure to prevent 
the entry of non-steiile air Air inlets and outlets should be provided with 
micro-organism retaining filters. Where this process of sterilization by dry 
heat is also interrcled to remove pyrogens, cirallenge tests using 
endotoxins would be required as part of the validatiori process 


10 8 Sterilization(ByMoistHeat)~ 

10.8.1. Goth the temperature and |)iessuie shall ho used to monitor the process 
Control instrumentation shall noimally l>e independent of monitoring 
instrumentation and recording charts. Where automated control and 
monitoring systems are used for tirese applications, these shall be 
validated to ensure that critical process requirements are met System 
and cycle faults shall be registered by the system and observed by the 
operator Tlie reading of the independent temperature indicator shall be 
routinely checked against the chart-recorder during the sterilization 
period For sterilizers fitted with a drain at the bottom of the chamber, it 
nray also be necessary to record the temperature at this position 
throughout the sterilization period. I here shall be fieciuent leak tests done 
on the chamtjer during the vacuum phase of tire cycle 

10 8.2 The items to be sterilized, other than products in sealed containers, shall 
be wrapped in a material which allows removal of air arrd penetration of 
steam but which prevents le-contanrination after sterilization. All parts of 
the load shall be in contact with the sterilizing agent at the re<|uired 
temperature for the reciuired tirrre 

10 8.3. No Large Volume f’aienleial shall he subjected to steam sterilization 
cycle until it has been filled and sealed 

10.8,^. Care shall Ije taken to ensure that the steam used lor steiilizatiorr is of a 
suitable quality anri does not contain additives at a level which could 
cause contarnination of the product or equipment 

10. 9. Completion / Finalisation of Sterile Products - 

10 9 1.AII unit operations and processes in the manufacture of a batch shall 
liave a minimum time specified and the shortest validated time sliall be 
used from the stait of a batch to its ultimate release for distribution. 

10 9.2. Containers shall be closed by appropriately validated methods 
Containers closed by fusion, e.g. glass or plastic ampoules shall be 
subjected to 100 % integrity testing Samples of other containers shall be 
checked for integrity according to appropriate procedures 
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10.9 3. Conlaineis sealed Liiidei vacuum ■^hall l.ie tesleU ff)i ip(|uiied vacuum 
conditions. 


10.9.4. Filled containers of parenteral products shall be inspected inflividi.ially for 
extraneous contamination or other defects When inspectiorr is done 
visually, it shall be done under suitably controlled conditions of 
illumination and background Q|retalots doing the inspection shall 
regular eye-sight checks with s|)eclacles, if worn, and be allowed fio(|uenl 
rest from inspection, Where other methods of ins|jection are uset), Ihe 
process shall be validated and the ijeiformance'"Of the equipment 
cfiecked at suitable intervals, Results shall be recorded 

11. Product Containers And closures - 


11.1. All containers and closures intended for use shall comply with the 
pharmacopoeial and other specified requirements Suitable sample sizes, 
specifications, test methods, cleaning pioceduies and sterilization 
procedures, shall be used to assure that containers, closures and other 
component parts of drug packages are suitable and are not reactive, 
additive, adsorptive or leacirable or presents the risk of toxicity to an 
extent that significantly affects ttie quality or purity of ttfe drug No second 
hand or used containers and closures shall be used 

11.2. Plastic granules shall also comply with the Pharmacopoeial requirements 
including physio-chemical and biological tests 

11.3. All containers and closures shall be rinsed prior to sterilization with water 
for injection according to written procedure 

11.4. The design of closures, containers and stoppers shall be such as to make 
cleaning, easy and also to make an airtight seal when fitted to the bottles 

11-. 5, It shall be ensured that containers and closures chosen for a particular 
product are such that when coming into contact tliey are not absorbed 
into ttie product and they do not affect the product adversely. The 
closures and stoppers should be of such quality substances as not to 
affect the quality of the product and avoid the risk of toxicity 

11. 6. Whenever glass bottles are used, the written schedule of cleaning shall 
be laid down and followed. Where bottles are not dried after washing, 
these shall be finally rinsed with distilled water or pyrogen free water, as 
the case may be, according to written procedure 

11.7. Individual containers of parerrteral preparations, ophthalmic preparations 
shall be examined against black/white background fitted with diffused Irght 
after filling so as to ensirre freedom from foreign matters 

11. 8 Glass bottles- 


11.8.1. Shape and design of the glass bottle shall be rational and standardized 
Glass bottles made of USP Type-1 and DSP Type-ll glass shall only be 
usfed. Glass bottles shall not be reused. Before use, WSP Type-ll bottles 
shall be validated for the absence of particulate matter generated over a 
period of the shelf-life of the product and shall be regularly monitored 
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after procliiction, following statistical sampling tnethods, USP Type-lll 
glass containers may be used for non- parenteral sterile products such as 
Otic Solutions, 

11.9. Plastic Containers - 

11.9.1. Pre-formed plastic containers intended to be used for the packing of 
Large Volume Pareriteral shall be moulded in-house by one-continuous 
operation through an automatic machine 

119 2 Blowing, filling and sealing (plugging) operations shall be conducted in 
room(s) conforming to requirements as mentioned in Table III of Item 
3.10. Entry to the area where such operations are undertaken, shall be 
through a series of air locks. Blowers shall have an air supply which is 
filtered Ihougti 0 22 p filters f^emoval of runners and plugging opei^fions 
shall be conducted undei a laminar airflow work station 

1 1 10 Rubber sto|jpeis- 

11.10.1. The lubber stoppeis used for Large Volume Paienterals shall comply 
with specifications piesciihed in the current edition of the Indian 
Pharmacopoeia 

12. Documentation- 

12. 1. The manufactuiing records relating to manufacture of sterile products 
shall indicate the following details , - 

(1) Serial number of the Batch Manufacturing Record 

(2) Name of the product. 

(3) Reference to Master Formula Record, 

(4) Batch / Lot number 

(5) Batch / Lot size, 

(6) Date of commencement of manufacture and date of completion 
of manufacture 

(7) Date of manufacture and assigned date of expiry 

(8) Date of each step in manufactui ing 

(9) Names of all ingretlienis with the grade given by the quality 
control department 

(10) Quantity of all ingredients 

(11) Control reference numbers for all ingredients 

(12) Time and duration of blending, mixing etc whenever applicable 

(13) pl l of solution whenever applicable. 

(14) Filter integrity testing records 

(15) Temperature and humidity records whenever applicable, 

(16) ‘47ecords of plate-counts whenever applicable 

(17) Results of pyrogen and/or bacterial endotoxin & toxicity 

(1^ Records of weight or volume of drug filled in containers 

(1^ Bulk sterility in case of aseptically filled products 

r2U) Leak test records, 

(21) Inspection lec'.oids 

(22) Sterilization lecoids including autoclave leakage test recoids, 
load details, rlate, duiatidn , temireiature, pressure etc 

37 @ 6 Gi/ 200 i—11 ^ 2 ^ Container washing records. 
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(24) Total number of containers filled. 

(25) Total numbers of containers rejected at each stage. 

(26) Theoretical yield, permissible yield, actual yield and variation 
thereof. 

(27) Clarification for variation in yield beyond permissible yield. 

(28) Reference numbers of relevant analytical reports. 

(29) Details of reprocessing, if any. 

(30) Name of all operators carrying out different activities. 

(31) Environmental monitoring records. 

(32) Specimens of printed packaging material. 

(33) Records of destruction of rejected containers and printed 
packaging materials. 

(34) Signature of the competent technical staff responsible for 
manufacture and testing. 


Notes : 

(1) Products shall be released only after complete filling and testing. 

(2) Result of the tests relating to sterilityt pyrogens, and Bacterial 
endotoxins shall be maintained in the analytical records. 

(3) Validation details and simulation trial records shall be maintained 
separately. 

(4) Records of environmental monltonng like temperature, humidity, 
microbiological data etc. shall be maintained. Records of periodic 
servicing of HEP A filters, sterilizers and other periodic maintenance 
of facilities and equipment carried out shall also be maintained. 

(5) Separate facilities shall be provided for filling-cum-sealing of Small 
Volume Injectables and Large Volume. Parehterals 

(6) It is advisable to provide separate facilities for manufacture of Large 
Volume parenterals in glass containers and/or plastic containers. 

(7) For manufacture of Large volume parenterals in plastic containers. It 
is advisable to install automatic (With all operations). Form-Fill-Seal 
machines having one- continuous operation. 


part IB 

SPECIFIC REQUIREMENTS FOR MANUFACTURE OF ORAL SOLID 
DOSAGE FORMS (TABLETS AND CAPSULES) 


Note r The General Requiiements as given in Part I of this Schedule relating to 
requirements of Good Manufacturing Practices for Premises and 
materials for pharmaceutical products shall be complied with, mutatis 
mutandis, for the manufacture of oral Solid Dosage F^ms (Tablets and 
capsules). In addition to ■ these requirements, the ^following Specific 
Requirements shall also be followed, namely: - 
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1 General - 

1 1 The processing of diy materials and products cieates pioblems of dust 
control and cross-contaniination S|)ecial attention is theiefoie, iippcled iii 
the design, maintenance and use of piemises and equifrment in oidei to 
overcome these problems Wheievei lequiied, enclosed dust contiol 
manufacturing systelns shall be employed 

1 2 Suitable environmental conditions for the pioducis handled shall be 
maintained by installation of aii-conditioniny wheievei tiecessaiy 
Effective air-extiaction systems with dischaige points situated to avoid 
contamination of othei products ami piocesses shall be pioviderl riKeis 
shall be installed to lelain dust and to piotect the factoiy and Irx al 
enviionment 


1 3 Special care shall be taken to (rioted against subseguent contamination 
of the product by paiticles of metal oi wood I he use of metal rletectoi is 
recommended Wooden eguiirment should be avoided Srieeii'; sieves 
punches and dies shall be examined foi weai and te’ai oi foi bieakage 
before and after each use 

1 4 All ingredients for a diy product shall be sifletl before use unless ttie 
quality of the input maleiial can be assuied Such sifting shall noimally be 
carried out at dedicated aieas 


2 


1 6 Where the facilities are designeit to piovide special enviionmental 
conditions of (jressuie diffeienlials fieiween looms these c onditicrns shall 
be regularly moniloied and any specification lesulls biouqhl to the 
Immediate attention of the f^roductioii and fJuality assuiance depailmenis 
which shall be immediately attended to 

1 6 Care shall be taken to guard against any mateiial lodging and leiitaiiiing 

undetected in any processing or (rackaging eciui|jinent f’ailiculai cnie 
shall be taken to ensuie that any vacuum c,om|riPsspd an cn an 
extraction nozzles aie kept clean and that theie is no evidence of 
lubricants leaking into the (jioduct fiom any pail of the ecjuipmenls 

Sifting, mixing and graiuilatiun - 

2 1 Unless operated as a closed system mixing sifting and hlending 

equipments shall be filled witli dust exiiaclois 

2 2 Residues from sieving o|)eratioiis sliall be examined peiiodnally foi 

evidence of tlie presence of unwanted mateiials 

2 3 Critical operating (:)arameleis like lime and temfjeialuie fm each mixinci 
blending and drying o|)eralion shall he specified m a Maslei roiimila 
monitored during piocessiny and lec-oidecl in the hatch lec oids 

2 4 Filter bags fitted to fluid bed drier shall not be used fui cliffeient (iiodiicts 
without being washed in-between use With certain highly (icMent oi 
sensitising products, bags S(Decific to one [product only shall be used An 
entering the drier shall be filtered Stefjs shall be taken to pievenl 
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contamination of the site and local environment by dust in the air leaving 
the drier due to close positioning of the air-inlets and exhaust. 

2. 5. Granulation and coating solutions shall be made, stored and used in a 

manner which minimises the risk of contamination or microbial growth 

Compression (Tablets) - 

3. 1. Each tablet compressing machine shall be provided with effective dust 

control facilities to avoid cross contamination Unless-the same product is 
being made on each machine, or unless the compression machine itself 
provides its own enclosed air controlled enviionment, the machine shall 
be installed in separate cubicles 

3, 2. Suitable physical, procedural and labeling airangements shall be made to 
prevent mix-up of materials, granules and tablets on compression 
machinery, 

3. 3. Accurate and calibrated weighing equipment shall be leadily available 
and used for in-process monitoring of tablet weight vaiiation Proceduies 
used shall be capable of detecting out-of-limits tablets 

3. 4 At the commencement of each compression lun and in case of multiple 
compression points in a compression macliine, sufficient individual tablets 
shall be examined at fixed intervals to ensure that a tablet from eacli 
compression station or from each compression point has been inspected 
for suitable pharmacopoeial parameters like 'appearance', 'weight 
variation', 'disintegration', 'hardness', 'friability' and 'tliick+iess' The 
results shall be recorded as part of tlie batcii documentation, 

3. 5. Tablets shall be de-dusled, preferably by automatic device and shall be 
mbnitored for the presence of foreign materials besides any other defects, 

3. 6 Tablets shall be collected into clean, labeled containers. 

3. 7. Rejected or discarded tablets shall he isolated in identified containeis and 
their quantity recorded in the Batch Manufactuiing Recoid 

3. 8. In-process control shall be employed to ensure that the products rei’nain 

within specification During compression, samples of tablets shall be 
taken at regular intervals of not greater than 30 minutes to ensure tliat 
they are being produced in compliance with specified in-process 
specification The tablets shall also be peiioclically checked for additional 
parameters such as 'appearance', 'weight variation', 'disintegration', 
'hardness', 'friability ' and 'thickness' and contamination l)y lubricating oii 

Coating (Tablets) - 

4. 1. Air supplied to coating pans for drying purposes shall be filtered air and of 

suitable quality. The area shall be provided witti suitable exhaust system 
and environmental control (temperature, humidity) measures 
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4. 2. Coating solutions and suspensions shall be made afresh and used in a 
manner, which shall minimise the risk of microbial growth. Their 
preparation and use shall be documented and recorded. 

5. Filling of Hard Gelatin Capsule - 

Empty capsules shells shall be regarded as 'drug component' and treated 
accordingly. They shall be stored under conditions which shall ensure 
their safety from the effects of excessive heat and moisture. 


6. Printing (Tablets And Capsules) - 

6. 1. Special care shall be taken to avoid product mix-up during any printing of 
tablets and capsules. Where different products, or different batches of the 
' same product, are printed simultaneously, the operations shall adequately 
be segregated. Edible grade colours and suitable printing ink shall be 
used for such printing. 

6. 2. After printing, tablets and capsules shall be approved by Quality Control 
before release for packaging or sale. 


7. Packaging (Strip and Blister) - 

7, 1. Care shall be taken when using automatic tablet and capsule counting, 
strip and blister packaging equipment to ensure that all 'rogue' tablets, 
capsules or foils from packaging operation are removed before a new 
packaging operation is commenced. There shall be' an independent 
recorded check of the equipment before a new batch of tablets or 
capsules is handled. 


7. 2, Uncoated tablets shall be packed on equipment designed to minimise the 
risk of cross-contamination. Such packaging shall be carried out in an 
isolated area when potent tablets or Beta-lactum containing tablets are 
being packed. 

7. 3. The strips coming out of the machine shall be inspected for defects such 
as misprint, cuts on the foil, missing tablets and improper sealing. 

7. 4. Integrity of individual packaging strips and blisters shall be subjected to 
vacuum test periodically to ensure leak proofness of each pocket strip 
and blister and records maintained. 


PART IC 

SPECIFIC REQUIREMENTS FOR MANUFACTURE OF ORAL LIQUIDS 
(SYRUPS, ELIXIRS, EMULSIONS AND SUSPENSIONS) 

Note r-The General Requirements as given in Part I of this Schedule relating to 
Requirements of Good Manufacturing Practices for Premises and Materials for 
pharmaceutical products shall be complied with, mutatis mutandis, for the 
manufacture of ( Syrups , Elixirs, Emulsions and Suspensions ). In addition to 
these requirements, the following Specific Requirements shall also be followed, 
namely: - 
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1. BuUdUig And Equipment - 

1.1. The premises and equipmetil shall be designed, constiucled aiKl 
maintained to suit the manutacluriny of Oral Liquids The layout and 
design of the manufacturing area shall stiive to minimize the lisk of cioss- 
contamination and mix-ups. 

1. 2. Manufacturmg area shall have entry thiough double door air-lock facility. 

It shall be made fly proof by use of' fly calcbei' and / oi 'air cuilaiiV, 

1. 3. Drainage shall be of adequate size and have adeciriale traps, without 
open channels and the design shall be such as to prevent back flow 
Drains shall be shallow to facilitate cleaning and disinfecting 

1. 4. The production area shall be cleaned and sanitised at the end of every 
production process 

1. 5. Tanks, containers, pipe work and pumps shall be designed and installed 
so that they can be easily cleaned and sanitized lic(uipment design shall 
be such as to prevent accumulation of residual miciobial growth or cross¬ 
contamination. 

1. 6. Stainless Steel or any other appropriate material shall be used for parts of 
equipments coming in direct contact with the products The use of glass 
apparatus shall be minimum 

1 7. Arrangements for cleaning of containers, closures and dio[rpers shall be 
riiade with the help of suitable machines/devices ecjuipped with high 
pressure air, water and steam jets 

1, 8. The furniture used shall be smooth, wasbalrte and made of stainless 

steel 

2, Purtfted Water - 

2. 1 The chemical and microbiological quality of purified water used shall be 

specified and monitoied routinely The microbiologir;al evaluation shall 
include testing for absence of pathogens and shall not exceed 100 cfu / 
ml (as per Appendix 12 5 of IP 1990) 

2. 2 There shall be a written procedure foi o)reiatlf)n and maintenance of the 
purified water system. Care shall be taken to avoid the risk of miciobial 
proliferation with appropriate methods like lecirciilation, use of UV 
treatment, treatment with heat and sanitizing agent After any chemical 
sanitisation of the water system, a flushing shall be done to ensure that 
the sanitizing agent has been effectively removed 


3. Manufacturing - 

3. 1 Manufacturing personnel shall wear n<m fibei shedding clolliing to 
prevent contamination of the product. 
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3, 2. Materials likely to shed fiber like gunny bags, or wooden pallets shall not 
be carried into the area where products or cleaned- containers are 
exposed. 

3. 3, Care shall be taken to maintain the homogenity of omuision by use of 
appropriate emulsifier and suspensions by use of appropriate stirrer 
during filling, Mixing and filling processes shall be specified and 
monitored. Special care shall be taken at the begtr^pkig of the fitting 
process, after stoppage due to any interruption and at the end of the 
process to ensure that the product is uniformly homogenous during the 
filling process. 

3. 4. The primary packaging area shall have an air supply which is filtered 
through 5 micron filters. The temperature of the area shaH not exceed 30 
degrees centigrade. 

3. 5. When the bulk product is not immediately packed, the maximum period of 
storage and storage conditions shall be specified in the Ma^r Formula. 
The maximum period of storage time of a product in the bulk stage shatt 
be validated. 


PART Id 

SPECIFIC REQUIREIWENTS FOR MANUFACTURE Of TOPICAL 
PRODUCTS l.e, EXTERNAL PREPARATIONS ^CREAMS, 
OINTMENTS, PASTES, EMULSIONS, LOTIONS. SOLUTIONS, 
DUSTING POWDERS AND IDENTICAL PRODUCTS). 


Note .—The General Requirements as given in Part I of this Schedule relatmg f<# 
Requirements of Good Manufacturing Practices for premises and 
Materials for pharmaceutical products shall be complied wUh, miAsAls 
mutandis, for the manufacture of Topical Products i.e. ff»(temal 
Preparations (Creams, Ointments, Pastes, Emulsions, Lotions, Sokitions, 
Dusting powders and Identical products used for external applice^ons). in 
addition to these requirements, the following Specific Requirements shall 
also be followed, namely: - 

1. The entrance to the area where topical products are manufactured shall 
be through a suitable airlock. Outside the airlock, Insectooutors shall be 
installed. 

2. The air to this manufacturing area shall be filtered through at least 20 p 
air filters and shall be air-conditioned. The area shall be ventilated. 

3. The area shall be fitted with an exhaust system of suitable capacity to 
effectively remove vapours, fumes, smoke, floating dust particles. 

4. The equipment used shall be designed and maintained to prevent the 
product from being accidentally contaminated with any foreign matter or 
lubricant. 

5. No rags or dusters shall be used in the process of oloarttng or drying the 
process equipment or accessories used. 
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6. Water used in compounding shall be Purified Water IP. 

7. Powders, whenever used, shall be suitably sieved before use. 

8. Heating vehicles and a base like petroleum jelly shall be done in separate 
mixing area in suitable stainless steel vessels, using steam, gas, 
electricity, solar energy etc, 

9. A separate packing section may be provided for primary packaging of the 
products. 


PART IE 

SPECIFIC REQUIREMENTS FOR MANUFACTURE OF METERED - 
DOSE INHALERS (MDI) 

Note rThe General Requirements as given in Part I of this Schedule relating to 
Requirements of Good Manufacturing Practices for premises and 
Materials for pharmaceutical products shall be compiled with, mutqhs 
mutandis, for the manufacture of Metered-Dose-Inhalers (MDI). In 
addition to these requirements, the following Specific Requirements shall 
also be followed, namely: - 

General .-r 

Manufacture of Metered-Dose-Inhalers shall be done under conditions 
which shall ensure minimum microbial and particulate contamination. 
Assurance of the quality of components and the bulk product is very 
important. Where medicaments are In suspended state, uniformity of 
suspension shall be established. 

Building and civil works - 

2. 1 The building shall be located on a solid foundation to reduce risk of 
cracking walls and floor due to the movement of equipment and 
machinery. 

2. 2. All building surfaces shall be impervious, smooth and non-shedding. 
Flooring shall be continuous and provided with a cove between the floor 
and the wall as well the wall to the ceiling . Ceiling shall be solid, 
continuous and covered to walls. Light fittings and air-grills shall be flush 
with the ceiling. All service lines requiring maintenance shall be erected 
in such a manner that these are accessible from outside the production 
area, 

2, 3, The manufacturing area shall be segregated into change rooms for 
personnei, container preparation area, buik preparation and filling area, 
quarantine area and spray testing and packing areas. 

2. 4. Secondary change rooms shall be provided for operators to change frpm 
factory clothing to special departmental clothing before entering the 
manufacturing and filling area. 
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2 . 5. Separate area shall be provided foi de-caitoniny of coniponenls hefoie 
they are air washed 

2. 6. The propellants used for manufacture shall be delivered to the 

manufacturing area distribution system by filtering them through 2 |i 
filters. The bulk containers of propellants shall be stored, suitably 
identified, away from the maurtfacturing facilities. 

3. Environmental Conditions - 

3. 1. Where products or clean components are exposed, the area shall be 

supplied with filtered air of Grade C 

3. 2. The requirements of temperatirre and humidity in the manufacturing area 
shall be decided depending on the type of product and propellants 
handled in the facility. Other support areas shall have comfort levels of 
temperature and humidity 

3. 3. There shall be a difference in room pressure between the manufacturing 
area and the support areas and the differential pressure shall be not less 
than 15 Pascals, (0.06 inches or 1.5 rnin Water gauge), 

3. 4. There shall be a written schedule for the monitoring of environmental 

conditions Temperature and humidity shall be monitored daily 

4. Garments - 

4. 1. Personnel in the manufacturing and filling section shall wear suitable 

single-piece-garment made out of non-shedding, tight weave maleiial. 
Personnel in support areas shall wear clean factory uniforms 

4, 2. Gloves made of suitable material having no interaction with tfie 
propellants shall be used by the operators in the manufacturing and filling 
areas. Preferably, disposable gloves shall be used, 

4. 3. Suitable department-specific personnel protective equipment like 
footwear and safety glasses shall be used wherever hazard exists 


6, Sanitation - 

5. 1, There shall be written procedures for the sanitation of the MDI 
manufacturing facility. Special care should be taken to handle residues 
and rinses of propellants, 

5. 2. Use of water for cleaning shall be restricted and controlled. Routinely 

used 'disinfectants are suitable for sanitising the different areas. Records 
of sanitation shall be maintained. 

6. Equipment- 

6 . 1. Manufacturing equipment shall be of closed system The vessel's and 

supply lines shall be of stainless steel 
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6. 2. Suitable check weights, spray testing machines and labelling machines 
shall be provided in the department. 

6, 3. All the equipment shall be suitably calibrated and their performance 
validated on receipt and thereafter periodically. 

Manufacture - 


7.1, Thete shall be an approved Master Formula Records for the manufacture 
of metered dose inhalers. All propellants, liquids and gases shall be 
filtered through 2 p filters to remove particles. 

7.2, The primary packing material shall be appropriately cleaned by 
compressed air suitably filtered through 0,2 p. filter. The humidity of the 
compressed air shall be controlled as applicable. 

7. 3. The valves shall be carefully handled and after de-cartoning, these shall 
be kept in clean, closed containers in the filling room. 

7. 4. For suspensions, the bulk shall be kept stirred continuously. 

7. 5. In-process controls shall include periodical checking of weight of bulk 
formulation filled in the containers. In a two-shot-filling process (liquid 
filling followed by gaseous filling), it shall be ensured that 100 % check 
on weight is carried out, 

7, 6, Filled containers shall be quarantined for a suitable period established by 
the manufacturer to detect leaking containers prior to testing, labelling 
and packing, 


8. Documentation - 

8. 1, In addition to the routine good manufacturing practices documentation, 
manufacturing records shall show the following additional information> 

(1 ) Temperature and humidity in the manufacturing area. 

( 2 ) Periodic filled weights of the formulation. 

( 3 ) Records of rejections during on line check weighing. 

(4) Records of rejection during spray testing. 


PART IF 

SPECIFIC REQUIREMENTS OF PREMISES, PLANT AND MATERIALS 
FOR MANUFACTURE OF ACTIVE PHARMACEUTICAL INGREDIENTS 
(BULK DRUGS). 


Note .-The Genera/ Requirements as given in Part I of this Schedule relating to 
Requirements of Good Manufacturing Practices for premises and 
Mateiials for pharmaceutical products shall be complied with, mutatis 
mutandis, for the manufacture of active pharmaceutical ingredients (Bulk 
Drugs). In addition to these requirements, the following Specific 
Requirements shall also be followed, namely: - 
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Buildings and civil works - 

Apart from the building requirements contained in Part-1, General ante, 
the active pharmaceutical ingredients facilities for manufacture of 
hazardous reactions, Beta-Lactum antibiotics, Steroids and Steroidal 
Hormones/Cytotoxic substances shall be provided in confined areas to 
prevent contamination of the other drugs manufactured. 

The final stage of preparation of a drug, like isolation / filtration / drying / 
milling / sieving and packing operations shall be provided with air filtration 
systems including pre-filters and finally with a 5 micron filter. Air handling 
systems with adequate number of air changes per hour or any other 
suitable system to control the air borne contamination shall be provided. 

Humidity/ Temperature shall also be controlled for all the operations 
wherever required. 

Air hitratlon systems including pre-filters and particulate matter retention 
air filters shall be used, where appropriate, for air supplies to production 
areas. If air is re-circulated to production areas, measures shall be taken 
to control re-circulation of floating dust particles from production. In areas 
where air contamination occurs during production, there shall be 
adequate exhaust system to control contaminants, 

Ancillary area shall be provided for Boiler-house. Utility areas like heat 
exchangers, chilling workshop, store and supply of gases shall also be 
provided. 

For specified preparation like manufacture of sterile products and for 
certain antibiotics, sex hormones, cytotoxic and oncology products, 
separate enclosed areas shall be designed. The requirements for the 
sterile active pharmaceutical ingredient shall be in line with the facilities 
required for formulations to be filled asepficady. 

Sterile Products.- Sterile active pharmaceutical Ingredient filled 
aseptically shall be treated as formulation from the stage wherever the 
process demands like crystallisation, lyophilisation, filtration etc, All 
conditions applicable to formulations that are required to be filled 
aseptically shall apply mutat/s mutandis for the manufacture of sterile 
active pharmaceutical ingredients involving stages like filtration, 
crystallisation and lyophilisation. 

Utilities/ Services.- Equipment like chilling plant, boiler, heat 
exchangers, vacuum and gas storage vessels shall be serviced, cleaned, 
sanitised and maintained at .appropriate intervals to prevent mal-functions 
or contamination that may interfere with safety, identity, strength, quality 
or purity of the drug product. 

Equipment Design, Size and Location - 

Equipment used in the manufacture, processing, packing or holding of an 
active pharmaceutical ingredient shall be of appropriate design, adequate 
size and suitably located to facilitate operations for its intended use and 
for its cleaning and maintenance. 
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4. 2. If equipment is used for different intermediates and active pharmaceutical 
ingredients, proper cleaning before switching from one product to another 
becomes particularly important. If cleaning of a specific type of equipment 
is difficult, the equipment may need to be dedicated to a particular 
intermediate or active pharmaceutical ingredient. 

4. 3. The choice of cleaning methods, detergents and levels of cleaning shall 
be defined and Justified. Selection of cleaning agents (e g. solvents) 
should depend on ; 

(a) the suitability of the cleaning agent to remove residues of raw 
materials, intermediates, precursors, degradation products and 
isomers, as appropriate, 

(b) whether the cleaning agent leaves a residue itself; 

(c) compatibility with equipment construction materials like centrifuge/ 
filtration, dryer / fluid bed dryer, rotocone proton dryer, vaccum dryer, 
frit mill, multi-mill / jet mills/sewetters cut sizing ; 

(d) test for absence of intermediate or active pharmaceutical ingredient 
in the final rinse. 

4, 4. A written procedures shall be established and followed for cleaning and 
maintenance of equipment, including utensils used in the manufacture, 
processing, packing or holding of active pharmaceutical ingredients. 
These procedures shall include but should not be limited to the following : 

(a) assignment of responsibility for cleaning and maintaining 
equipment; 

(b) maintenance and cleaning program schedules, including where 
appropriate, sanitizing schedules ; 

(c) a complete description of the methods and materials used to clean 
and maintain equipment, including instructions for dis-assembling 
and re-assembling each article of equipment to ensure proper 
cleaning and maintenance; 

(d) removal or obliteration of previous batch identification ; 

(e) protection of clean equipment from contamination prior to use; 

(f) inspection of equipment for cleanliness immediately before use; 

(g) establishing the maximum time that may elapse between 
completion of processing and equipment cleaning as well as 
between cleaning and equipment reuse. 

4. 5. Equipment shall be cleaned between successive batches to prevent 

contamination and carry-over of degraded material or contaminants 
unless otherwise established by validation. 

4.6. As processing approaches the final purified active pharmaceutical 
ingredient, it is important to ensure that incidental carry over between 
batches does not have adverse impact on the established impurity profile. 
However, this does not generally hold good for any biological, active 
pharmaceutical ingredient where many of the processing steps are 
accomplished aseptically and where it is necessary to clean and sterilize 
equipment between batches. 

In-proceas Controls.- 

5. 1. In-process controls for chemical reactions may include the following ; 

(a) reaction time or reaction completion; 
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(b) reaction mass appearance, clarity, completeness or pi I solutions; 

(c) reaction temperature, 

(d) concentration of a reactant; 

(e) assay or purity of the product, 

(f) process completion check by TLC/any other means. 

5. 2. In-process controls for physical operations may include the following 

(a) appearance and color; 

(b) uniformity of the blend, 

(c) temperature of a process; 

(d) concentration of a solution; 

(e) processing rate or time, 

(f) particle size analysis; 

(g) bulk / tap density , 

(h) pH determination, 

(i) moisture content. 

Product containers and closuros.- 

6 . 1. All containers and closures shall comply with the pharmacopoeial or any 

other requirement, suitable sampling methods, sample sizes, 
specifications, test methods, cleaning procedures and sterilization 
procedures, when indicated, shall be used to assure that containers, 
closures and other component parts of drug packages are suitable and 
are not reactive, additive, adsorptive or leachable to an extent that 
significantly affects the quality or purity of the drug. 

3. 2. The drug product container shall be re-tested or ro-examinqd as 
appropriate and approved or rejected and shall be identified''and 
controlled under a quarantine system designed to prevent their use in 
manufacturing or processing operations for which these are unsuitable. 

6 . 3. Container closure system shall provide adequate proteobon against 
foreseeable external factors in storage / transportation and use that may 
cause deterioration or contamination of the active pharmaceutical 
ingredient. 

6 . 4. Bulk containers and closures shall be cleaned and, where indicated by 
the nature of the active pharmaceutical ingredient, sterilized to ensure 
that they are suitable for their intended use 

6 , 5. The container shall be conspicuously marked with the name of the 
product and the following additional information concerning 

(a) quality and standards, if specified ; 

(b) manufacturing licence number/drug master file number 
(whichever applicable), batch number; 

(c) date of manufacture and date of expiry, 

(d) method for container disposal (label shall give the methodology, 
if required); 

(e) storage conditions, if specified and name and address of the 
manufacturer, if available. 
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6 6 Areas for diffeteiit o|)eiati()n of active pliarinaceutical inytedienls ((Sulk 
drugs) section shall have appro|)iiate aieas which may be suitably partitioned 
for different operations 


PART II 

Requirements of Plant and Equipment 

1. External Preparations.- I he following eriuipment is |■ncom(nended for the 
manufacture of 'External preparations' i e Ointments, Emulsions, Lotions, 
Solutions, Pastes, Creams, Dusting Powders and such identical firoducls used't 
for external applications whichever is applicable, namely,- 
{ 1 ) Mixing and storage tanks (Stainless steel). 

( 2 ) Jacketted Kettle (steam, gas oi electrically healed) 

( 3 ) Mixer (Electrically operated) 

( ^ ) Planetary mixer 
( 5 ) A colloid mill or a suitable emulsifinr 
( G ) A triple roller mill or an ointment mill 
( 7 ) Liquid filling eciuipmenrfElectrically operated) 

( 8 ) Jar or tube filling equipment (Pleclncally ofreraled) 

Area.- (1) A minimum area of tliirly square meters for basic installation 
and ten squaie meters for Ancillary area is recommended 

(2) Areas for formulations meant for external use abtl internal use 
shall be separately provided to avoid mix up 


2. Oral Liquid Preparations.- f'fie following equipmerrt is recommended for the 
manufacture of oral / internal use preparations i e Syrups, Elixirs, Emulsions and 
Suspensions, whichever is applicable, namely,-, 

(1) Mixing and storage tanks (Stainless steel) 

(2) Jacketted Kettle/Stainless steel tank (steam, gas or electrically 

heated) 

(3) Portable stirrer (Electrically operated), 

(4) A colloid mill or surfable emulsifier (Electrically operated) 

(5) Suitable filtratiori eriuipment (Electrically operated ). 

(6) Semi-automalic/automatic bottle filling machine 

(7) Pilfer proof cap sealing machine 

(8) Water distillation unit or deioniser, 

(9) Clarity testing inspection units 

Area.- A minimum area of thirty sr|uaie metres for basic installation and 
ten square meters for Ancillary area is recommended 


3. Tablets.- The Tableting section shall be free from dust and floating particles and 
may be air-conditioned. For this purpose, each tablet machine shall be isolated 
into cubicles and connected to a vacuum dust collector or an exhaust system 
For effective operations, the tablet production department shall be divided into 
four distinct and separate sections as follows - 

( a ) Mixing, Granulation and prying section, 

( b ) Tablet compression section, 

( c ) Packaging section (strip / blister machine wherever required) 
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(cJ ) Coating section (whetevet iet|uiiet.l) 

3. 1. The following electrically operated equipment aie tecommended foi’ the 


manufacture of compressed tablets and hypodermic tablets, in each of 
the above sections, namely 

( a ) Granulation-cum-Drying section. 

(1) 

Disintegrator and sifter 

(2) 

Powder mixer 

(3) 

Mass mixer/Planetaiy mrxei/Rapid mixer granulator 

(4) 

Granulator 

(5) 

Thermostatically controlled hot air oven with trays 
(preferably mounted on a trolley)/Eluid bed dryer 

(6) 

Weighing machines. 


( b ) Compression section 

(1) Tablet compression machine, single/inulli punch/iotatoiy 

(2) Punch and dies storage cabinets 

(3) Tablet de-duster . 

(4) Tablet Inspection unit/belt 

(5) Dissolution test apparatus, 

(G) In-process testrng equipment Irke single parr electronic 
balance, hardness tester, friability and disintegratron test 
apparatus 

(7) Air-conditioning and dehumidification arrangement 

(wherever necessary) 

( c ) Packaging section . 

(1) Strip/blister packaging machine 

(2) Leak test apparatus (vacuum system) 

(3) Tablet counters (wherever applicable) 

(4) Air-conditioning and dehumidification arrangement 

(wherever applicable) 

ArGa.- A minimum area of sixty Sf)Lrare metres for basic installation anci 
twenty square meters for Ancillary area is recommended for rrn coated 
tablets 


( d ) Coating section 

(1) Jacketted kettle (steam, gas, or electrically heated for 
preparing coating suspensimi) 

(2) Coating pan (Stainless steel) 

(3) Polishing pan (where applicable). 

(4) Exhaust system (including vacuum dust collector) 

(5) Air condrtioning and Dehumidification Arrangement. 

(6) Weighing balance. 

3. 2. The coating section shall be made dust free with suitable exhaust system 
to remove excess powder and fumes resulting from solvent evaporation 
It shall be air-conditioned and dehumidified wherever considered 
necessary. 

Area.- A niinimum additional area of thirty square metres for coating 
section for basic installation and ten square meters for Ancillary area rs 
recommended. 
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Separate area and equipinenl fur mixing, granulation, drying, 
tablet compression, coating and packing shall be provided for Penicillin 
group of drugs on the lines indicated above In case of operations 
involving dust and floating particles, care shall be exercised to avoid 
cross-contamination. 

3. 3. The manufacture of Hypodermic tablets shall be conducted under aseptic 
conditions in a separate air-conditioned room, the walls of which slialt be 
smooth and washable. The granulation, tableting and packing shall be 
done in this room, 

3, 4, The manufacture of effervescent and soluble/dispersible tablets shall be 
carried out in air-conditioned and dehumidified areas 

4. Powders.- The following equipment is recommended fur the manufactuie of 
powders namely, - 

( 1 ) Disintegrator. 

(2) Mixer (electrically operated) 

( 3 ) Sifter. 

( 4 ) Stainless steel vessels and scoofis of suitable sizes 
{ 5 ) Filling equipment (electrically operated), 

( 6 ) Weighing balance. 

In the case of operation rnvolving floating particles of fine powder, a 
suitable exhaust system shall be provided Workers should be provided with 
suitable masks during operation 

Area.- A minimum area of thirty srfLrare melies is recommended to allow foi the 
basic installations Wfiere the actual blending is to he done on the premises, an 
additional room shall be provided for the purpose 

5. Capsules.- For the manufacture of capsules, separate enclosed area suitably 
air-condi)i,oned and dehumidified with an airlock arrangement shall be provided, 
The following equipment is recommended for filling Hard Gelatin Capsules, 
namely,- 

(1) Mixing and blendirng egrripment (electiically or power driven) 

(2) Capsule filling uriils (preferably serin automatic or automatic filling 
machines). 

(3) Capsules counters (wherever applicable) 

(4) Weighing balance 

(5) Disintegration test apparatus 

(6) Capsule polishing etjuipment 

Separate equipment and, filling and packaging aieas shall be provided in 
penicillin and non-penicillin sections In case of operations involving floating 
particles of fine powder, a suitable exhaust system shall bR, piovided 
Manufacture and filling shall be carried out in air-conditioned areas The room 
shall be dehumidified 

Area.' A minimum area of twenty five square metres for basic installation and 
ten square meters for Ancillary area each for penicillin and non-penicillin 
sections is recommended 
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6. Surgical dressing.- The following equipment is recommended for the 
manufacture of surgical dressings other than Absoibent Cotton Wool, namely,- 

( 1 ) Rolling machine. 

( 2 ) Trimming machine 
( 3 ) Cutting equipment. 

( 4 ) Folding and pressing machine for gauze 
( 5 ) Mixing tanks for processing medicated dressing. 

( 6 ) Hot air dry oven 

( 7 ) Steam sterilizer or dry heat sterilizer or other suitable equipment. 

( 8 ) Work tables / benches for different operations 

Area.- A minimum area of thirty square meters is recommended to allow for the 
basic installations In case medicated dressings are to be manufactured, another 
room with a minimum area of thirty square meters shall be provided. 

7. Ophthalmic preparations.- For the manufacture of Ophthalmic preparations, 
separate enclosed areas wrth air lock arrangement shall be provided. The 
following equipment is recommended for manufacture under aseptic conditidfts of 
Eye-Ointment, Eye-lotions and other preparations for external use, namely, - 

(1) Thermostatically controlled hot air ovens (preferably double ended) 

(2) Jacketted kettle / Stainless steel tanks (steam, gas or electrically 
heated). 

(3) Mixing and storage tanks of stainless steel / Planetary mixer 

(4) Colloid mill or ointment mill 

(5) Tube filling and crimping equipment (semi-automatic or automatic 
filling machines) 

(6) Tube cleaning equipment (air jet type) 

(7) Tube washing and drying equipment, if required 

(8) Automatic vial washing machine 

(9) Vial drying oven. 

(10) Rubber bung washing machine 

(11) Sintered glass funnel, seitz filter or filter candle (preferably cartridge 
and membrane filters) 

(12) Liquid filling equipment (semi-automatic or automatic filling 
machines) 

(13) Autoclave (preferably ventilator autoclave) 

(14) Air-conditioning and dehumidification arrangement (preferably 
centrally air-conditioned and dehumidification system) 

(15) Laminar air flow units. 

Area.- (1) A minimum area of twenty five sguare meters for basic 
installation and ten square meters for Ancillary area is 
recommended. Manufactui^e and filling shall be carried out in 
air-conditioned areas under aseptic conditions. The rooms 
shall be further dehumidified as considered necessary if 
preparations containing antibiotics are manufactured. 

(2) Areas for formulations meant for external use and internal use 
shall be separately provided to avoid mix up. 

8. Pessaries and Suppositories.— (i) The following equipment is recommended 
for manufacture of Pessaries and Suppositories, namely, - 

(1 ) Mixing and pouring equipment. 

- 37 ^^ — ] 2 >‘ 
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( 2 ) Moulding equipment. 

( 3 ) Weighing devices. 

Area.- A minimum area of twenty square meters is recommended to allow for the 
basic installation. 

(ii) In the case of pessaries manufactured by granulation and 
compression, the requirements as indicated under "item 3 of Tablet", shall be 
provided. 

9. Inhalers and Vitrallae.- The following equipment is recommended for 
manufacture of Inhalers and vitrallae, namely,- 

(1) Mixing equipment. 

(2) Graduated delivery equipment tor tneasurement of the 

medicament during filling. 

(3) Sealing equipment. 

Area.- An area of minimum twenty square metres is recommended for the basic 
installations. 

10. Repacking of drugs and pharmaceutical chemicals,- The following 
equipment is recommended for repacking of drugs and pharmaceuticals, 
chemicals, namely,- 

( 1 ) Powder disintegrator, 

( 2 ) Powder sifter (Electrically operated) 

( 3 ) Stainless steel scoops and vessels of suitable sizes, 

( 4 ) Weighing and measuring equipment 
( 5 ) Filling equipment (semi-automatic /automatic machine) 

( 6 ) Electric sealing machine. 

Area.- An area of minimum thirty square metres is recommended for the basic 
installation. In case of operations involving floating particles of fine powder, a 
suitable ^:diaust system shall be provided, 

11. Parenteral Preparations. — The whoie operation of manufacture of parenteral 
preparations (small volume injectables and large volume parenterals) in giass 
and plastic containers may be divided into the following separate areas / rooms, 
namely,- 

11.1. Parenteral preparations in glass containers,- 

(1) Water management area This includes water tiealment and 
storage. 

(2) Containers and closures preparation area; This includes washing 
and drying of ampoules, vials, bottles and closures. 

(3) Solution preparation area; This includes preparation and fiitration 
of solution, 

(4) Filling capping and sealing area' This includes filling and sealing 
of ampoules and/or filling, capping and sealing of vials and 
bottles. 

(5) Sterilization area. 

(6) Quarantine area. 

(7) Visual inspection aiea. 

(8) Packaging area. 
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The following ec|Uipiiienl is lecotninenclecJ for cliffeient above mentioned 
areas, namely,- 

(a) Water management area,- 

(1) De-ionised water treatment unit 

(2) Distillation (multi column with heat exchangers) unit 

(3) Thermostatically controlled water storage tank 

(4) Transfer pumps 

. (5) Stainless steel service lines for carrying water into nsei 
areas 

(b) Containers and closures piepaiation area,- 

(1) Automatic rotary ampoule/vial/bottle washing machine having 
separate air, watei, distilled water jets 

(2) Automatic closures washing machine 

(3) Storage equipiTient for ampoules, vials, Iroltles and closures, 

(4) Dryer / sterilizer (double ended), 

(5) Dust proof storage cabinets 

(6) Stainless steel l)enches/stools, 

(c) Solution preparation area,- 

(1) Solution preparation and mixing Stainless steel tanks and other 
containers, 

(2) Portable stirrer 

(3) Filteration equipment with cartridge and membrane filters/ 
bacteriological filters, 

(4) Transfer pumps 

(5) Stainless steel benches / stools 

(d) Filling, capping and sealing area,- 

(1) Automatic ampoule/vial/botlle filling, sealing and capping 
machine under laminar an flow woik station 

(2) Gas lines (Nitrogen, Oxygen, Caibon di oxide) wheievei required, 

(3) Stairriess steel benches/stools 

(e) Sterilization area,- 

(1) Steam sterilizer (preferably with com(;uler contrrjJ,for sterilization 
cycle along with trolley sets for loading/unloadiny containers 
before and after sterilization), 

(2) Mot Air sterilizer (preferably double ended) 

(3) Pressure leak test apparatus 

(f) Quarantine area,- 

(1) Storage cabinets, 

(2) Raised platforms/steel racks 

(g) Visual inspection area,- 

(1) Visual inspection units (preferably conveyor belt type and 
composite white and black assembly supported with 
illumination) 

(2) Stainless steel benches/stools 
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(h) PacKayiiiy aiea. 

(1) Dalch coding macliiiie (piefeiably anlomaiic) 

(2) Labeling unit (piefeiably conveyoi bell type) 

(3) benches/stools. 

Area.- (1) A niinitmim atea of one bundled and fitly sguale inelnis for 
the basic iiislallalion and an Ancillaiy aiea of ohe bundled 
square melies for Small Volume Injectables Is lecomhiended 
For Large Volume Paionlerals, an area of one bundled and 
fifty squaie meties eadi for the basic iiislallalion and foi 
Ancillaiy aiea is lecommended tbeSe areas shall be 
partitioned into suitable enclosuies wilb airlock arrangements 

(2) Areas foi formulations meant for exlernal use and InlGinal use 
sball be sepalately piovided to avoid iblx dp" 

(3) Packaging maleilals foi laige volume Paienleral sball have a 
minimum aiea of 100 sr|uare meters 


11. 2. Parenteral preparations In Pla^dc Combiners by Form-Fill- 
Seal/Blow, Fill-Seal technology.- Tbe whole operation of manufacture 
of large volume parenteral preparations in plastic containers including 
plastic pouches by automatic (all operations In one station) Foim-Fill- 
Seal machine or by semi-automatic blow moulding, filling-cum-sealing 
machine may be divided Into following separate areas / looms, namely 
(1 ) Water management area 
( 2 ) Solution preparation area 
( 3 ) Container moulding-cum fllling and sealing aiea 
( 4 ) Sterilization aiea 
( 5 ) Quarantine aiea 
( 6 ) Visual inspection area 
( 7 ) Packaging area 

The following eciuipmenl is recommended for diffeienl above 
mentioned areas namely 

(a) Water management aiea,- 

(1 ) De-lonised water treatment unit 
( 2 ) Distillation ufiil (multi column with beat excbangers) 

( 3 ) Thermostatically controlled water stoiage tank 
( 4 ) Transfer pumps. 

( 5) Stainless steel service lines for carrying water into user areas. 

(b) Solution preparation aiea,- 

(1 ) Solution preparation and storage tanks 
( 2 ) Transfer pumps 
( 3 ) Cartridge and membrane filleis 

(c) Container moulding-cum-filling and sealing area,- 

(1) Sterile Form-Fili-Seal machine (all operations in one station 
with built-in Laminar air flow work station having integrated 
container output conveyer belt through pass box). 
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(2) Arrangement for feeding plastic granules through feeding-cum- 
, filling tank into the machine. 

(d) Sterilization area.- Super heated steam sterilizer (with computer 
control for sterilization cycle along with trolley sets for loading/ 
unloading containers for sterilization). 

(e) Quarantine area,- Adequate number of platforms / racks with storage 
system. 

(f) Visual inspection area.- Visual inspection unit (with conveyor belt and 
composite white and black assembly supported with illumination). 

(g) Packaging area,- 

(1) Pressure leak test apparatus (pressure belt or rotating disc 
type). 

(2) Batch coding machine (preferably automatic). 

(3) Labeling unit (preferably conveyor belt type). 


Area.- (1) A minimum area of two hundred and fifty square metres for the 
basic installation and an Ancillary area of one hundred and fifty 
square metres for large volume parenteral preparations in 
plastic containers by Form-Fill-Seal technology is 
recommended, These areas shall be partitioned into suitable 
enclosures with air-lock arrangements. 

(2) Areas for formulations meant for external use and internal use 
shall be separately provided to avoid mix up". 

(3) Packaging materials for large volume Parenteral shall have a 
minimum area of 100 square meters. 


[F. No. X-11014/5/2000-DMS & PFA] 
DEEPAK GUPTA, Jt Secy. 


Foot Note : The principal rules were published in the Official Gazette vide Notification No. 
F. 28-10/45-H(1), dated the 21 st December, 1945 and last amended vide GSR 700(E) dated the 
28-9-2001. The Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 one contained in 
the publication of the Ministry of Health and Family Welfare (Department of Health) containing 
the Drugs and Cosmetics Act, 1940 (PDGHS-61). 
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